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CHAPTER 3 - PROFORMS

he Protocol and Form Research Management System (ProFoRMS) module

provides the tools for protocol management, data capture, and is a clinical

trial/research module. ProFoRMS is a web-based data collection/research

application organized by modules, with a user-friendly interface designed to help

researchers to manage individual studies, subjects, eCRFs (electronic Case Report

Forms), data collection, define electronic case report forms, schedule, and collect
clinical data, and then export, analyze, and report on the data. This module is based on NICHD’s
Clinical Trail Database (CTDB).

WARNING!
Things to Note:

ICON KEY = Before a protocol can be created, please make sure that the following has been
Ed Notes completed:

=7 A study has been created and approved in the Data Repository;

[’ e-Form(s) has been published in the Data Dictionary; and

Information = Proper permissions are granted to the e-Forms (if the eform is not standardized)
for users who are collecting data against the form.

=7 Important

3.1 OBJECTIVE

This chapter provides information for users on how to:

% Manage Protocol

% Manage Subjects
% Collect Data
% Reports and Data Query

3.2 SYSTEM FUNCTIONS

The main function of ProFoRMS is to provide the tools that help to optimize the clinical study
process including the basic functions of managing protocols, subjects as well as data access and
acount management. Early deployment of ProFoRMS in the study start-up activities, such as site
identification, initiation of subject visits, and collection of all the necessary regulatory documents,
can save researchers' time and improve the overall process.

As a web-based database application, BRICS provides real-time tools that support:

% Data Contribution
Report and Query Data
Collect Data
Once a study is running, ProFoRMS can assist users to keep track of subject visits, data collection
and of all the relevant forms and regulatory documents. This provides a strong snapshot of
progress in terms of study progress and site activation. The ability to track this information
ensures that any potential delays can be identified quickly and addressed.
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3.3 PROFORMS ROLES AND PRIVILEGES
The table below describes the specific roles with associated privileges to ProFoRMS module.

Role/Access Privilege

Global Administrator Access Create, design, and administer forms for prospective
collection

Non-Admin Access Users with this role can view forms and collect data

All Privileges Create, design, and administer forms for prospective
collection

Associate Investigator Same as PI, except Al cannot add/initiate a study.

Clinical Research Associate Can view anything but not allowed to change except
adding QA Monitor query

Data Entry Users with this role can view forms and collect data

This Role includes: - Viewing: Protocol/Study, Visit
Types, Data entry, Forms, and Attachments —
Editing/managing scheduled visits — Data
entry/editing/viewing e-forms — Viewing response data.

Data Entry Users

Create, design, and administer forms for prospective

Principal Investigator )
p g collection
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3.4 UsING PROFORMS
The ProFoRMS module (including sub-modules) are available within the BRICS Workspace.

Things to Note:

ICON KEY [’ The best user experience with navigating through the ProFoRMS module is with the latest

3 Notes Firefox browser

[’ Java Runtime Environment (JRE) version 8 or higher is required. Check your version of
Java.

= Important

Information

To access the ProFoRMS module: Perform the following actions:

1. Login and navigate to the Workspace screen where all modules you have access to are

displayed.
GLID Data Dictionary Data Repositary Guery Meta Seudy Account Management
Workspace
Modules: Building Blocks for the Research Life Cycle
Workspace There are & varety of ey soltware modules comprising this system. These modules Support the vsion of Interconnectivty amang the research 5, a5 wed &, provide a combmation of
web-based funcbonaiity and downioadabie 100s that suppor data definion, data contributon, and data access Bwoughout the research We Cycle
My Dashboard
| Modute overview |

ProFoRMS Data Dictionary Data Repository

a

Query Meta Study Account
Management



http://www.java.com/en/download/installed.jsp

2. Click the ProFoRMS module to enter ProFoRMS.

ProFoRMS GUID Y ata R Query Meta Study  Account Management
Workspace
m Modules: Building Blocks for the Research Life Cycle
There are & vanety of key soltware modules comprising this System. Thess modules support the vision of rerconnectnity and colisbonation among the ressarch communilies, 85 well as, provide & combanation of
web-based functionalty and downloadable 10cls that suppon data definition, data cortribution, and data sccess Shroughout the research e cycle.
My Dashboard
Module Overview |
ProFoRMS Data Dictionary Data Repository
Query Meta Study Account
Management
1
Things to Note:
ICON KEY =7 A Protocol must be created first before users can navigate to My Subjects and start adding
EJ Notes subjects or managing and/or editing subjects. Refer to section 3.5.2 of this document

instruction on creating a protocol.
= Important gap

Information
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3.5 My SUBJECTS

This feature is designed to help the researchers to add and edit subject information, schedule
subject visits, track individual subjects across multiple studies within the system, upload subject
related document, etc.

The My Subjects page lists all subjects currently enrolled into the protocol. The user can sort the
list of subjects by Subject ID, First and Last Name, Status, Group, Validation Status, Study
Number, and the Monitor Query status. The table also has a simple search box.

The menu options allows the user:

% To view and edit subject's information;

% To view and upload subject related documents;
% To view forms completed for a selected subject;
% To view the audit information;

% To add the monitor query;

% To schedule a visit;

% To delete selected subjects; and

0.0
% 'To secarch for a subject using a keyword.

3.5.1 Access My Subject
To access My Subjects page: Perform the following actions:
1. Login to the system.
2. Navigate to the ProFoRMS module

% Home Workspace Pr GUID Data Dictionary Data Repository Guery Mata Study Account Management Need Help

Pro FORMS Dashboard Mo Protocol Selected (All Protocols) v

Welcome To ProFoRMS

ProFoRMS is a Web-based database appication designed to help manage data colection

With ProFoRMS, you can: Manage Prolocels, Manage Subjects, Colect Data, and view Report and Query

To start, please select from the butiens below 10 either create 8 new protocol or select from existing protocols

FroFoRMS ne

Select A Protocol

Select a Protocol

Select a protocel 1o perform an action or create & new protocol
Vie it Delete Search
Study -
Type

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Spont Concussion Assessment- - Test Stabdity and
ASSESSMENT EMect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acuds for post-traumabc headache (Nutrban for PTH)

Showing 1 ta 2 of 2 entries (0 Rows Selected)




BRICS

3. Select a Protocol by using the drop-down menu located on the top right-hand corner.

Note: Many of the features on the left-hand side will not be active until a protocol is
selected. If you are unable to select a protocol from the drop-down menu, please contact
the Operations Team for assistance.

4 Home Workspace Praf: B cup Diata Bictionary Data Repesitory Guery Meta Study Account Management Heed Help

ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v

Welcome To ProFoRMS

PORT CONCUSSION ASSESSMENT

L M3 Home ProF oIS is 4 Wit based databirse applic FITBR-STUDYI000353
‘With ProFoRMS. you can’ Manage Protos
| select 4 Protocal To S1art, piease SeHCt Tom th BUons beiow 10 6iher Creatt a new prolocol or Select from existing protocols.

Select a Protocol

Sedect a protocol to perform an action or create a new protncol
v it Search
_ e 2| o | swudy :
Type

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoled Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn

Reports

FITBIR - STUDYD0O0358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

Showing 110 2 of 2 enries (0 Rows Selected)

4. The ProFoRMS Dashboard opens. Click the Manage Subjects on the left-side tool bar.

# Home  Workspace [GUPCUCMM  GUID  DataDictionary  DataRepository  Guery  Meta Study  Account Management Head Holp

ProFoRMS .
Dashboard
ProFoRMS Home \iew Messages and Subjeet Vists.

Select & Protocal [] Messages

Wi Mresaages of select & mesEage (o perform an action

Manage summh
Delete Searc
Collect Data

Manage Protocal Mo data avadable in table
Showing 010 0 of 0 entries.

Reports
[] Subject Visits

Select a date 10 view scheduled appontments Scheduled Apporrmints
July 2017 > > L Subject GUID Visit Type Praotocol Number
Sun Mon Tue Wed Thu Fr &
1
2 3 4 5 L] L]
g W "2 41
6 1 18 19 0 2 =
Z 2 2 26 7 2 =

3-8 * BRICS USER MANUAL © 2018 National Institutes of Health/CIT — Proprietary and Confidential




BRICS

5. My Subjects page appears with a list that can be sorted by clicking on the arrows on any

field using the symbol. While in the Subject view, you may iew Subject lists, Search for
Subject or Select Subjects to perform any desired action.

# Home  Workspace (M2 GUID taDictionary  DataRepository  Query  Meta Study t Management Need Help
ProFoRMS HSRT i i
My Subjects
ProFoftM3 Home ‘Wiew subyext kst search for a subject, or select subjects to perform an action
[+] Advanced Search
My Subjects
Add Subject Edit | View | Amachments | All Complatad eForms | View Audit | ‘Schedule Vishk | Datete m Search
Manage Subjects Help
TBIPE255ZE8 51 Active SPORT CONCUSSION ASSESSMENT
Collect Data TBAKSS1TNE 52 Active SPORT CONCUSSION ASSESSMENT
TEMETSSLR 513 Active SPORT CONCLSSION ASSESSMENT
Miarisce £ ¥otonol TBGIEIKTS 514 Aciive SPORT GONCUSSION ASSESSMENT
- TBVETEOVL 515 Active SPORT CONCUSSION ASSESSMENT
TRICGTISVE) 516 Actve SPORT CONC SION ASSESSMENT
TBRZZTIWLY 517 Actre SPORT CONCUSSION ASSESSMENT
TBIRVZMKDW 518 Acive SPORT GONCUSSION ASSESSMENT
TBUHEITHFL 520 Active SPORT CONCUSSION ASSESSMENT
TBUNT4EPYS 521 At SPORT CONCUSSION ASSESSMENT
TBBHIZSANE 52 Active SPORT CONCUSSION ASSESSMENT
TBIGPINZIXD 523 Active SPORT CONCLUSSION ASSESSMENT
TEIGBAI2B0K 524 Active: SPORT CONCUSSION ASSESSMENT
TBRVIZHIGE 525 Acte SPORT CONCUSSION ASSESSMENT
TBIALSBIDH 528 Active SPORT CONCUSSION ASSESSMENT
Shawing 1 to 15 of 29 entries (0 Rows Seiected) Export options: G5V | Excel t 2 Hest Last

Things to Note:
ICON KEY =7 The My Subjects toolbar is available when the user selects a subject from the list.

Notes
=7 Important

Information
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3.5.2 Create a Protocol (Select a Protocol if already created)
To create a Protocol: Perform the following actions:

1. Navigate to the ProFoRMS home page.

ProFoRMS Dashbeend

roF oRMS s 8 Web-based database appic aty
o £ g¢ Protocols,

new Report and Cuery
below 1 esther create @ new prolocol of sekeel from existing protacols

FORMS Home

Select a Protocol

Select & protocol b perfonm an Sction or reate § rew protocol

7 Delets | Create Protocol Search

n Protocol Number [—TT— |Study Type =

SPORT COMCUSSION ASSESSMENT Evaluating a Novel Method of EEG Evoked Response Polential Analysts in Sport Concussion Assessment.- - Test Stabify and Effiect of Concussion

TEItZ3 Late Efficts of Traumatic Brain ity (LE-TBI)
FITas00 FITEIR Genenc PROD Study
Site Administration FITBR-STUDY0000350

8 Aeration in ormega-3 and omega-6 famly acids for postiraumatic heo

e (Mutritson for PTH) Epsh

piology

TBRISTUOY TEtSudy Canical Triad
STUbY 1 UAT Test 112117 Natural Mestory
uAT1ZNT Omics of pai, resience, and physical actvity in okder aduls wih ostecartvtis Natural Hestory
T i RuleeFormivT Other
YOG Epemmiology
PEDS BMMNC'S FOR TBI Epedermeology
12345 Epitenvology
NTHOD1 Hatursl Mestory
123458 Natural Histary
1234867 Katie's test protocad Epidemiology
Showing 110 14 of 14 entries (0 Rows Selected)

2. Click the Create Protocol button.

ProFoRMS Dashboard Mo Protocol Selected (Al Protocals) -

anage datn coliecbon
ols, Manage Suby oect and view Report and Cuery,
Buttons bslow 10 sither create o new protocel or sekect from existng projocols

Select a Protocol

Select a protocol 1o per creabe

new protocol

Delete | Create Protocol Search

|

SPORT CONCUSSION ASSESSMENT Evalustng 8 Noved Method of EEG Evoked Response Potential Analysis in Spon Concussion Assessment. - Test Slabity snd Effect of Concussion

Reports

TRINZ Lisbe Efiects of Traumatic Brain njury (LE-TBI)
FITBIRO0T FITBIR Generic PROD Study

Site Administration FITBIR-STUDYO000255 Targeted Ateration in omega-3 and omega-8 fatty acids for post-traumate headach utrtion for PTH) Epidemiciogy
TBISTUDY TEtStudy Clnical Trial
STUOY 1 AT Test_ Hatural Histary
UAT112017 Ovrucs of pain, resience, and physical activity m older adults with ostecarthritis Hatural History
L TestrgCalc RubssFoemyT Other
Yool Epidemuclogy
PEDS BMMNC'S FOR TBI Epwdenislogy
1245 Epidomiclogy
NTIHO0Y TestStudy NTIH Matural Histary
123456 Kate's Pretacol Matural Hrstory
1234567 Katie's test protocol Epsdemiciogy

Showang 110 14 of 14 entnes () Rows Selscted)
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4. Type, Reason etc.) (all required fields (the ones marked with a red asterisk (¥)).).
Remember to select the Protocol Site(s) to be associated with your protocol

Before saving a protocol, you must also select a study in the Data Repository (doing this
will automatically populate the Study Type required field information). Click the Save
button. The new protocol will appear in the protocol list under My Protocols.

GuID Data Dictionary Data Repository Query Meta Study Account Management Newd Help

ProFoRMS Dashbeard Mo Protocel Selectsd (All Protocsls) v

Please enter the idormaton bo for the profocol
[-] Data Repositary Study

Plesse select a data nepastory study

ProFoRMS Home

- Study Title | susdy 1D

and C ige in Traumatic Bran Inpry (TRACK-TES) FITBR-STUDY0000267 Joi Jon Admin

Treatment of Adull Severe Traumatic Brain nury Lising Autologous Bone Marrow Monoruciesr Cels FITER-STUDY0000359 Joidon  Admin

Understanding the Connection Between Traumatc Bran nury and Alzheimer's Disease: A Population-Based Medical Flecord Review Analysis ¥ STUDY0000331  Joidon  Admin

Lty of MRS brain biomarkers of pain phenotypes aher TBI FITBR-STUDY0000341 Joi Jon Admin

Vigual Deficks in Traumatic Bran Inury FITBR-STUDY 0000280 Joi Jon Admin

Warfighter Head Inpury Study - 8 Comprehensave, Mulidisciplinary Research Evaluation FITEBR-STUDYD000Z13 Joi Jon Admin

Why does acube post whiplash inury pan ransioem info chiomc pan? FITBR-STUDY0000327 ot Jon Admin

Kpatch impact Dosemeter for the Sobder FITER-STUDY0000356 Joi Jon Adman

ITAKL-ragh schoal FITER-STUOYO000316  Joidon  Admn

FITERLSTUOYO00023 oo Admn

fTMS: A Treatment to Restore Function after Severe T FITBR-STUDY0000260 Joi Jon Admin

lestng FITBR-STUDY0000374 Joi Jon Adimin

yogi FITER-STUDY0000384 Joi Jon MAdmin
Showang 166 10 178 of 178 entries (1 Row Selected) First Provious 1 8 8 10 11 13 Mewi Lam

[-] Pratocal Detalls
Erier the protocol information and chick on “Save” o save the profocol
* This symbol indicales & requred ekl

Protocol Name™  Testing Study

Protocol Humber™  TestDD1
Study Type”  Natural History
Subject Label @ Subgect GLAD ' Subgect ID 0 Subyect Number
Use E Regulatory Binder & No U Yes

Enable E-Signature @ No [ Yes

Reason” | Th is a longitudinal study for youth development

[-] Protocol Sites

Seiect ses 10 be associated with thes protoccd

Search

Wake Forest Universty Health Scences (Primary) Winston-Salem Horth Carolna

@ Cancel

Shawing 1 to 1 of 1 entries:
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3.5.3 Selecting a Protocol

The viewing and selecting a protocol can be done in ProFoRMS via two ways:
% Using the pick a protocol drop-down list; and

< Using the Select a Protocol left-hand menu

Using the Drop-down List

To select a Protocol in ProFoRMS using the drop-down list: Perform the following
actions:

1. Navigate to the ProFoRMS module

Workspace 5 GUID Data Dictionary Data Repository Guery Mata Study

Account Management Need Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v
Welcome To ProFoRMS

ProFoRMS is a Web-based database appi
With ProFal you can Manage Prot

anage Subjects, Golb ta, and view Report and
Select A Protocol To star, please select from the bultons below 1o either create a new pratocal or Select from existing pn

Reporis 5 CONCUSSION
MENT

ProFoRMS Home

tion desagred to help manage data coliection

Select a Protocol

ol 1o perform an action or create a new protocol

Evaluating a Movel Method of EEG Evoked Response Polential Analysts in Spon Concussion Assessment- - Test Siabdity and
Effect of Concussion
FITBIR-STUDY0000359 Targeted Alleration in omega-3 and omega-8 fatty acids for post-raumatic headache (Mutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand. The list of
available protocols appears.

GuID Data Dictionary ~ Data Repository  Guery Meta Study

Account Management Heed Help
ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v
Welcome To ProFoRMS

ProFoRMS i a Web-based databrse application designesd to help manage data collection
With ProFoRMS. you can’ Manage Pratoc d view Report and Query.
To stat, please Select from the DUReNs below 1o oither create a new Protocol or Sekct from existing protocols

FITBR-STUDYD00359

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

Search

it
Humber > | Pretsesl Mame o | Seudy >
Type

Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Stabdey and Efect of

bt SPORT CONGLSSION
ASSESSMENT Concusson
FITBIR - STUDYD0O0358

Targeted Allerabion in ormega 3 and armega 8 Latty acids for past bausmate headache (Hutsihon far PTH)

Showing 110 2 of 2 enries (0 Rows Selected)
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3. Click on the desired Protocol. The system will load the selected protocol data including the
list of subject visits and messages.

1 Home Workspace P IS GUID  DataDictionary  Data Repository Query  MetaStudy  Account Management Heed Help.
ProFoRMS Dashboard  TBISTUDY v
Dashboard
FTGFORMS Home View Messages and Subject Vists
Salact A Protocel [-] Messages
i Messages of select 3 message 1o perioam an action
Manage Subjects
Dalate Search
Collect Data
I 1 ) -7 N | 3 N | = I
Manage Frotocol Mo data avaatic n tbie

Showing 010 0 of 0 enfries
Reports
[] Subject Visits

Site Administration
Select 4 dale 1o view scheduled appomiments  Scheduled Appointments
e L August 2017 - Time Subject GLID Visit ype Pretocal Number
sun Mon Tue Wed Thu Fri Sat

Using the Select a Protocol button:

To select a Protocol in ProFoRMS using the protocol button: Perform the following
actions:

1. Navigate to the ProFoRMS module

4 Home Workspa

Data Dictionary Data Repository Guery Mata Study

Account Management Need Help

ProFoRMS Dashboard No Protecol Selected (All Protocols) v

Welcome To ProFoRMS

ProFoRMS is a Web-based database ap
With ProFo you can Manage Proto
‘Select A Protocol To stan, please select from the button

ProFoRMS Home

ation dessgned o help manage data coliection
nage Subpects, G Dat. wiew Report and Oy
0 either create a new pratocol or select from existing ps

Select a Protocol

Select 4 pr

o perform an action or create a rew protacol
Search

Study g
Type
Reports SPORT CONCUSSION

Evaluating a Movel Method of EEG Evoked Response Polential Analysts in Spon Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion

FITBIR-STUDY0000359

Targeted Alleration in omega-3 and omega-8 fatty acids for post-traumatic headache (Mutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)
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2. Select a Protocol by clicking on the Select A Protocol button on the left-hand. The list of
protocols appears. Select a protocol by clicking on the desired protocol number.

1 Home Workspace P Data Dictionary Data Repository Query Study Account Management

Heed Help

ProFoRMS Dashboard Mo Protocal Selected (Al Protocols) v

b barsed database spphe stbon desgned to help manage data cobecton
you can: Manage Protocols, Manage Subjects, Colect Data, & R
To start, please select from the bultons below Lo edher create a new probocs! o select fror

Select a Protocol

Sedect 0 protocol ta perdorm

AN ACHON of CrRabe i New protacsl

View Audit | Delste = Create Protocel Search

SPORT CONCUSSION ASSESSIENT Evaluating 3 Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment. - Test Stabdity and Efect of Concussion

e Late: Effects of Traumatic Bran inury (LE-T8BI)
FITBIR0M FITEIR Genenc PROD Study
Site Administration FITBIR-STUDY0000359 Targeted Alterabon mn omega.3 and omega-B fatty acids for post-traurnabe headache (Nutibon foe PTH)

Epadernikogy

| T TRETIOY THiStdy |‘ Chnical Trial

STUDY_1 UAT _Test_1121.17

Hatural History
UATHIZ11T Orics of pain, resience. and physical actty in okder adulls with osteoarthtis Natural History
7T TestingCak RuleeFormyT Ot

YOG Yoo Epsdernialogy
PEDS BMMNC'S FOR TBI Peds BUMNC's for TBI Epsdernialogy
1245 Haow 1o shampoo Epidernialogy
HTIOm TestSaudy_NTI1 Matural History
123458 Katie's Protocol Matural History
1234587 Katie's test protocal Epidernialogy
TESTO01 Testing Study Hatural History

Showang 110 15 of 15 entries (1 Row Selected)

3. The system will load the selected protocol data including the list of subject visits and

messages.
4 Home Workspace P 5 GuUID Data Dictionary Data Repositery Query Meta Study Account Management Need Help
ProFoRMS Dashboard  TBISTUDY v
Dashboard
FTGFORMS Home View Messages and Subject Vists

Salect A Presscel [-] Messages

i Messages of select 3 message 1o perioam an action
Manage Subjects

Dalete Search
Collect Data
N et 5 O | s | s
Manage Protocol Mo data avaatic n tbie
Showing 0 10 0 of 0 enlries.
Reports

[-] Subject Visits
Site Administration
Select a date 1o view scheduled appomiments  Scheculed Appointments
w e August 2017 > Time Subject GLID visit Type Protocal Numbar

Sun Mon Tue Wed Thu Fri Sat
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3.6 MANAGE SUBJECTS

This feature is designed to help you Edit, View, View All Completed eForms, Schedule
Subject Visits and Delete Subjects and track individual subjects across multiple studies within
the system, and upload subject-related documents.

Edit | View | Attachments | All Completed eForms | View Audit | Schedule Visit | Delete Search:

3.6.1 Add Subject

To add a subject (a research participant) to a Protocol, the subject must be provided with a unique
Identification number (ID). The goal is to provide the identification number, which allows the
researchers to associate data with the subject without exposing or transferring the subject's
Personally Identifiable Information (PII). This is done by using the Global Unique Identifier
(GUID). For more information about the GUID, please refer to Chapter 6 GUID.

To Add Subject: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace P R Data Dictionary Data Repository Guery Mata Study Account Management Need Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS

FroFoRMS Home ProFoRMS is a Web-based database appication designed to help manage data coliection
an

Select & Protocol Too a1, please select from the bultons below 10 either create a new protocol o select from existing §

Select a Protocol

Select  p pésrformm an action o create & rew protacol

Search

Study v
Type

ORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment- - Test Stabdity and

Reports
ASSESSMENT Effect of Concussion

FITBIR-STUDYO000359 Targeted Aleration in omega-3 and omega-8 fatty acids for post-raumatic headache (Mutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

# Home  Workspace [N W cun DataDictionary ~ Data Repository  Guery Meta Study Account Management Heed Help

PI'OFORMS Dashboard He Protocel Selected (All Protocols) v

Welcome To ProFoRMS
ProFoRMS Home ProFoRMS b 3 Wit b da et 10 hep marnage: dita coliectaon FITBR-STUDY0000359
‘With ProFoRMS. you can Mae wbgects, Collect Diata, and view Report and Cuery
rotocol

To start, piease select from the reate 3 new profocel or select from exsting protocols

Select a Protocol

Select a protocal to perform an action or create a new pratacal
View Audit Delete Search
_ n i i . i’"“‘u¢.’l =" :
-

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Spont Concussion Assessment- - Test Stabilty and Effect of
ASTESSMENT Concussion

FITBIR - STUDYDODOZ58 Targeted Alleration in omega-3 and omega-8 latty ackls for post draurnate headache (Mutsbon for PTH)

Reports

Showing 1 to 2 of 2 ertries (0 Riows Selectad)
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3. The ProFoRMS Dashboard opens. Click the Manage Subjects on the left-side tool bar.

ProFoRMS

Dashboard
ProFoRMS Home View Messages and Subje

Salect A Pratocal [l Messages
MesEages or Sekecl 8 message 1o perform an acton
Manage summh
D Search

Collect Data
Manage Protocol o data avakabie in table

Shawing 010 0 of 0 entries
Reports

[] Subject Visits

Scheduled Apporrmints
Subject GUID Visit Type Praotocol Number

2 3 4 5 L] L]
9 w112 415
L] 17 18 19 2 =

2 26 % B

4. My Subjects page appears with in a list that can be sorted by clicking on the arrows on

any field using the . symbol.

Worksp: 3 t; Heed Help.

ProFoRMS Hony ' b

My Subjects
View subwect kst search for a subect, or select subjects fo perfom an achon

Advanced Search
Manage Subjects i ol o
My Subjects

Subjects
l’"’f—] Select a subject to perform a

ProFoRMS Home

A Ay Edit | View | Amachments | AlC eForms | Schedule Visie | De m Search
nedule Vi
Manage Subjects Help
TBPEZSAZBB 11 Active SPORT CONCUSSION ASSESSMENT
Collect Data Tk LiH] Active SPORT CC ASSESSMENT

TEMETSSLR 513 Aciive SPORT CONCUSSION ASSESSUENT
Maniage Frotocd) TBIYGIEIKTS 514 Active SPORT
TBNETGOLD 518 Active SPORT CONCUSSION ASSESSMENT

Reports

sV 16 Actve SPORT L

T SION ASSESSMENT

TBRZZTIWLY 87 Actve SPORT COM

SION ASSESSMENT

THKDW Lil] Actve: 5P

SSI0N AS ol

TBAHEDTHFU 520 Active SPORT CONCUSSION ASSESSMENT

TBUNT4EPYS 4] At SPORT COH SMENT
TEBHIZSANZ 522 Actve SPORT CONCUSSION ASSESSMENT
TBIGEITZND £23 Active SPORT CONCUSSION ASSESSMENT

TBIGBSI2BGK 524 Active SPORT CONCUSSION ASSESSMENT

TBRVZZIIGT Actve SPORTC 5 ASSESSMENT
TEALSGI0HS Actrve SPORT CONCUSSION ASSESSMENT
Showing 1 %o 15 of 29 entnes (0 Rows Selected) Export options: C5V | Excel 2 Hext Last
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5. Click the Add Subject tab on the left-side tool bar.

GUID Data Dictionary Data R Need Help

ProFoRMS

ProFoRMS Home

Uanage Subjects Help.

Collect Data

Manage Protocol

Reports

Site Administration

Dashboard  TBISTUDY v

Add Subject

Pieast enter subect information, add protocol infermation and cther Beids 10 26 a subjed!
[-] Subject Information

It the subject does not have a GUID or Psewdo-GUID created in the system. click on the “Create GUID® button below 10 launch the GLID Tool. The GUID Tood wil allow you 10 enter the information necessary to
generate a GUD or Pseude-GUID for a subjecl. Once the GUID I1s generated, a pop-up will appear. The "Cepy” button will copy the GUID to your clipbeard so the generated ID can be pasted into the
"GUID or Pseudo-GUID™ text field in the Subject Information section. The "OK™ button will xit the pop-up without saving the GUID to your clipboard: however, the generated ID can still be copled
1 your clipboard by clicking on the “Copy GUID™ button on the GUID Teal,

Launch GUID Tool

* This symbad indicales a required feid

GUID or Pseude-GUID® Validate GUID

with Subject
Protocel SubjectiD Recrulted

Biorepasitory Subject 1B

[+] Protocol

[+] Attachmants.

Save R

Cancal
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6. Enter the required Subject Information to add a subject. (Note: Study Subject ID is
unique across the system. Sites entering this information must use a prefix (i.e.

UTSW_001, JHU_001))using the ['] feature). Expand the form to Enter the Study
Information and attach any relevant documents as required. Making sure the attachment
doesn’t contain any PII. Type in the GUID and click the Validate GUID button to
validate the GUID for the current subject. After entering all the required protocol
information, click the Save button.

GUID Data Dictionary Data Repository Cusry Mata Study Account Management Need Help
Dashboard ~ TEISTUDY v
ProFoRMS
ProFoRMS Home Please enter subject information, add protocol nformation and other fiekds (o add a subject
[4] Subject information
Manage Subjects
u ot have a GUID or Psewda-GUID created in the system, click cn the "Create GLID® bution below 10 launch the GUID Tool, The LI Tool willallaw you fo enfer the information necessary ta generate a GUID ar

P koG asubject Onee the GUID is generated, 3 pop-up will appear, The "Copy™ button will copy the GUID to your clipbeard so the genserated 1D can be pasted inta the "GUID or Preude-GUID" text fisld in
Ll the Subject Informaticn section, The “OK™ button will sxit the pop-up without saving the GUID to your clipbeard; howsver, the gensrated 1D can still be copled to your clipboard by clicking on the "Copy GUID™

Add Subject ] button on the GUID Tosl,

Schedule Visr Launeh GUID Tosl

Manage Subjects Help
Collect Data * This symbol indhcafes a requined fiekd
Manage Protocol GUID or Pseudo-GUID" TBIDEMOWRATIJKA h
Reports Additional Information Assoiated with Subject
Protocal Subject ID Recruited

Site Administration
Biorepository Subject ID

[] Protocel

Please enter protocol information

[-] Attachments

Pieaze make sure the attachment doesnt contain any Pl

Hama* attachmant” 0
Description CHEGORY  None =]@
Add Cancel
Edit | view Auar | Delete Search
¢ Hame « Dascription < Category
There are no attachments 1o deplay at thes lime none none none

Showing 1 101 of 1 enlnes
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7. If the subject does not have a GUID or Pseudo-GUID created in the system, Click on
the "Create GUID" button below to launch the GUID Tool. (See section 3.7.2 for

instruction on launching the GUID tool). Mandatory fields are marked with asterisk *.

Once all the mandatory fields are complete, click the Save button.

Click the Save button to return to My Subject screen where the newly added Subject can
be viewed.

Guio Data Dictiol ository Query Meta Study nt Management Need Help

Dashboard  TBISTUDY v

ProFoRMS
Add Subject

Pleass enfer subject information, add protocol information and cther Belds (o 3cd 3 subject

ProFoRMS Home

PSEUO0-GAND Created in the system. Cick on the "Create GUD” bulton Delow 1 unch the GUID Too! The GUID Tool will allow you 10 enler the miormabion necessary 1o
unjec! Once the GUID is generated, a pop-up will appear. The "Copy™ button will copy the GUID to your clipbeard so the generated ID can be pasted into the

99 Subject K in the Subject Information section. The “OK™ button will exit the pop-up Without saving the GUID to your clipboard; however, the gensrated |0 can still be copied
to your clipboard by clicking on the “Copy GUID" button on the GUID Tool,
Schedube Visit
N
Collect Data .
This symbol indicales @ required hewd
Manage Frotocol .
GUID or Pseudo-GUID™ TBIDEMOWRATIJHS " VALID
Repons
Additional Information Associated with Subject
Site Administration Protocol Subject 10 * 001 Recruited

Bicrepository Subject 1D

[ Protocsl

Pleags enler protocol information

Assaciate Subject to Current Prot ol Consent to Future
Protocols
Subject Number Enrcliment Date ol YYTY L
SuBlect S K or A Tl Completion Date | Forma ¥y y-ML-00

Status in Current Protocol @ actve ) Inactve

[-] Attachments

Pieaze make sure the attachment doesnt contain any Pl

Hama* attachmant” 0
Description CHEGORY  None =]@
Add Cancel
Edit | view Auar | Delete Search
¢ Hame « Dascription < Category
There are no attachments 1o desplay at thes time none none none

Showing 1101 of 1 entnes
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3.6.2 Launching the GUID Tool

From the Add Subject page, you can launch the GUID Tool. NOTE: Only Users with correct

permissions/access to the GUID module are able to launch the GUID Tool.
To Launch the GUID Tool: Perform the following actions:

1. Click on the "Launch GUID Tool" button below to launch the GUID Tool. The GUID
Tool will allow you to enter the information necessary to generate a GUID or Pseudo-
GUID for a subject. Once the GUID is generated, a pop-up will appear. The "Copy"
button will copy the GUID to your clipboard so the generated ID can be pasted into the
"GUID or Pseudo-GUID" text field in the Subject Information section. The "OK" button
will exit the pop-up without saving the GUID to your clipboard; however, the generated ID
can still be copied to your clipboard by clicking on the "Copy GUID" button on the
GUID Tool.

% Home Workspace GuID Data Dictionary Data Re ry Query Meta Study nt Management Need Help

ProFoRMS Dashboard  TRISTUDY v

Add Subject
ProFoRMS Home

Please enler subject infarmation, add prolacol information and other fekds 1o add a subject

Manage Subjects [ Subject Information

My Subjects If the subject does not have a GUID or Pseudo-GUID created in the system, cick on the “Create GUID button below 10 launch the GUID Tool. The GUID Tool wil aliow you fo enter the information necessary to
generate a GUID or Pseudo-GUID for a subyect. Onee the GUID s generated, a pop-up will appear. The “Copy” button will copy the GUID to your clipboard so the generated ID can be pasted into the
Asd Subsct "GUID or Pseudo-GUID™ text field in the Subject Information section. The "OK™ button will exit the pop-up without saving the GUID to your clipboard: however, the generated D can still be copled

o your clipboard by clicking on the "Copy GUID™ butten on the GUID Teol.

Schedube Vst
Manage Subjocts Help h

Collect Data .
This symbal inchcales a required fiaid

Manage Protocol .
GUID or Pseudo-GLID Validate GUID

Reports
Additienal Information Associated with Subject
Site Adminkstration Protocal subject 10 ¥ Recruited

Biorepositery Subject ID

[] Protocol

Fieage enter profocol information

Associate Subject 1o Current Protv ol Consent 1o Future
Protocols
Subject Number Enroliment Date

Subject Site | i or WA =l Completion Date o

Status in Current Pratecal @ active ' mactive

[-] Attachments

Pieaze make sure the attachment doesnt contain any Pl

Hama* attachmant” ]
Description CHEGORY  None =]@
Add Cancel
Edit Audit | Delate Search
¢ Hame « Dascription < Category
There are no attachments 1o desplay at ihes time none none none

Showing 1101 of 1 entnes
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2. In the Opening guidTool.jnlp window that appears, Click Open with Java(TM) Web
Start Launcher (default) and Click OK.

-
Opening guidTool.jnlp ﬁ

You have chosen to open:

4 guidTool.jnlp

which is: JNLP File (5.1 KB)
from: hitps://fitbir.nih.gov I

What should Firefox do with this file?

Java(TM) Web Start Launcher (default) ']

Save File

] Do this automatically for files like this from now on.

I ﬁ oK

L

3. In the Java Runtime Environment (JRE) window that appears next saying "Do you
want to run this application?", Click Run.

Do you want to run this application?

Name: GUID Tool

& )I Publisher: NI
— Locations: https://fitbir.nih.gov

Launched from downloaded JNLP file
This application will run with unrestricted access which may put your computer

and personal information at risk. Run this application only if you trust the locations
and publisher above.

g More Information # . Run

[ Cancel
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4. The EULA Agreement window appears displaying the data privacy user agreement. Read
the agreement and Click Accept if you agree. The GUID Client window appears.

X EULA Agreement l': (=] g

Data Privacy

This system is a collaborative environment with privacy rules that pertain to the collection and display of
imaging data. Before accessing and using this system, please ensure you familiarize yourself with our
privacy rules available through the Data Access Request and supporting documentation.

Collection of this information is authorized under 42 U.S.C. 241, 242, 248, 281(a)(b)(1){P) and 44 U.S.C. 3101.
The primary use of this information is to facilitate medical research. This information may be disclosed to
researchers for research purposes, and to system administrators for evaluation and data normalization.

Rules governing submission of this information are based on the data sharing rules defined in the Notice of
Grant Award (HOGA). If you do not have a grant defining data sharing requirements, data submission is
voluntary. Data entered into the system will be used solely for scientific and research purposes and is
designed to further the understanding of the disease. Modification of information may be addressed by
contacting your system administrator at FITBIR-ops@mail.nih.gov. Significant system update information
may be posted on the site as required.

ﬁ Accept Decline
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5. The GUID Client Dialog Box opens. Enter the participant’s information (Subject’s
Personal Identifiable Information (PII)) into the dialog box. Re-enter the Subject’s
Personal Identifiable Information (PII) to confirm the subject’s information.

The required field names necessary to obtain a valid GUID are listed below:

% Complete legal given (first) name of subject at birth
% Select YES if the subject DOES HAVE a Middle Name, NO otherwise
** Complete additional (middle) name or names at birth
% Complete legal family (last) name of subject at birth
¢ Day of birth [1—31]
% Month of birth [January-Decembet]
¢ Year of birth [H###]
% Name of city/municipality in which subject was born
% Country of birth
The following are additional fields that can be used, but are not required:
¢ Physical sex of subject at birth [Male/Female]
% Government Issued or National ID number
% Name of the country issuing the Government or National ID

% GUID Client B E=HIEN X
Functions About
Required Fields Please enter subject’s information (P1l): Please confirm (re-enter) the subject's information
1. Complete legal given (first) name of subject at birth 1 | ‘ |
2. Does the subject have a middle name? 2| O Yes ) No ) Yes ) No
3 Complete (middle) name or names at birth 3.
4. Complete legal family (last) name of subject at birth 4. | |
5, Day of birth [1-31] 5, | |
6. Month of birth 6 |V| |V‘
7. Year of birth [####] 7l | |
8. Name of city/municipality in which subject was born & | |
9. Country of birth 9 [~ [~]
Optional Fields
10. Physical sex of subject at birth [M/F] 10. 0 Male r Female r Male r Female
11. Government Issued or National ID 1. | | |
12 Country issuing Government-lssued or National ID 12. ‘ | | ‘ | ‘
GUID
Generate GUID | | Copy GUID | ‘ Copy GUID and PlI ‘ | Clear | New | ‘ Exit |
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©)
f

To complete the GUID dialog box and obtain the GUID, complete the following steps,
starting in the left column of the dialog box:

Enter in the complete legal given (first) name of subject at birth.

Select Yes or No depending on whether or not the subject has a middle name. If yes, enter

information in field 3.

Complete the required fields 4-9;

If information is available, complete the optional fields 10-12. Enter the subject’s physical
sex at birth into #10 field, the government issued or national ID number into #11 field
(note that the list box in #12 field becomes available once data is entered into #11);

Select the country of issued ID from the list provided.

Enter the same information into the right column of the dialog box as shown below:

- — — —
X GUID Client =) [
Functions About
Required Fields Please enter subject's information (PlI): Please confirm (re-enter) the subject's information
1. Complete legal given (first) name of subjectatbirth 1. [John | [onn |
2. Does the subject have a middle name? 2. O Yes @ No ) Yes @ No
[ i Complete additional {middle) name or names at birth 3
4. Complete legal family (last) name of subject at birth 4. [Doe | IDoe |
5. Day of birth [1-31] 5 |4 | |4 |
| ©. Month of birth 6. |FEBRUARY |~| [reBRuaRY [~]
7. Year of birth [2#4] 7. [1974 | 1974 |
8. Name of city/municipality in which subject was born 8. |Alabama | |alabama |
f 9. Country of birth 9. |UNITED STATES ‘V| |V‘
Optional Fields
\ 10. Physical sex of subject at birth [M/F] 10. ) Male ) Female 2 Male ) Female
1. Government Issued or National ID 11. | \ | |
12 Country issuing Government-Issued or National ID 12. | ‘ | | | ‘
GUID
| Generate GUID | | Copy GUID ‘ | Copy GUID and Pl | ‘ Clear / New ‘ | Exit |

7. Click the Generate GUID button. Note: Spaces, hyphens and apostrophes can be used in
the non-numeric GUID fields in the dialog box and are stripped silently by the application

% GUID Client >
Functions About

Required Fields Please enter subject's information (Pll): Please confirm (re-enter) the subject's information

1. Complete legal given (first) name of subject at birth 1. |Jnhn \ ‘Jnhn |
2. Does the subject have a middle name? 2. O Yes ® No ) Yes ® No

3. Complete additional (middle) name or names at birth 3. N
4. Complete legal family (last) name of subject at birth 4. |Doe \ Doe | Il
5. Day of birth [1-31] 5 |4 | 14 |
6. Month of birth 6. [FEBRUARY |~ | [FeBRUARY [~]
7. Year of birth [####] 7. 1974 | 1974 | l
8. Name of city/municipality in which subject was born 8. |Alabama \ ‘Alabama |
9. Country of birth 9. |UNITED STATES ‘ v| |v ‘
‘Optional Fields

10. Physical sex of subject at birth [M/F] 10. ) Male ) Female ) male ) Female

1. Government Issued or National ID 11 | \ ‘ |
12. Country issuing Governmentssued or National D~ 12. | = [~
GUID

ﬁl | Generate GUID I| Copy GUID | ‘ Copy GUID and PlI | | Clear | New | | Exit ‘
————
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8. A popup window with the GUID information will appear if there was successful GUID
generation. Click the OK button.

‘ nl

»
GUID Generation Successful ‘ X

@ New GUID: PDUATXT392WNK
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3.6.3 Edit Subject Information
To access this feature: Perform the following actions:
1. Navigate to the ProFoRMS module

Newd Help

Workspace Data Dictionary Data Repository Query Mata Study Account Managemant

Dashboard Ho Frotocol Selected (All Frotocols) v

ProFoRMS

M5 Home

Welcome To ProFoRMS

ProFoRMS is a Web-based database application designed to help manage
With ProFoRMS, you can Manage Protocals, Manage Subjects. Galle
To start, please select frarm the bullins below 1o eiher creale a new proloc

M collection
and view Re
or select fro

ot ard Query,
exsling protocals

Select a Protocol

Select a protocal to perform an action of create a new protacol
t | Delets Search
_ n et tumbe

Reports SPORT CONCUSSION Evaiating a Moved Method of EEG Evoked Response Potential Anadysis in Spon Concussion Assessment. - Test Stabilty and
ASSESSMENT Effect of Concussion
FITBIR-STUDY 00359 Targeted Alleration in omega-3 and omega-6 fatty acids for postiraumatic headache (Nutrition for PTH)

Showing 1 1o 2 of 2 eniries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace Data Dictionary ~ Data Repository  Guery Meta Study  Account Management Haed Help

Dashbeoard HNe Protocol Selected (All Frotocols) ¥

ProFoRMS

T CONCUSSION ASSI

NT

Welcome To ProFoRMS :

ProFoRMS is a Web-based da tesagre b help manage data collecion FITBR-STUDYD00359

wge Subjects, Coliect Data, and view Repont and Cuery.
oither Create a new profocol or Sekct from existing protocols.

‘With ProFoRMS. you can’ Mang
To start, phease Sedect from this Duons balow

Select a Protocol

L M3 Hs
Select A Protocol
_ Select a protocol to perform an action or create a new protocol

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESIMENT Cancusson
FITBIR-STUDYDO00358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click the Manage Subjects on the left-side tool bar.

# Home  Workspace M GUID  DataDictionary  DataRepository  Query  MetaStudy  Account Management Head Holp

ProFoRMS v
Dashboard
ProFoRMS Home View Messages and Subject Visits

Select A Protocol [] Messages

Wi Mresaages of select & mesEage (o perform an action

Manage summh
De

— Search
Collect Data
I 5 S S N
Manage Protocal Mo data avadable in table
Showing 010 0 of 0 entries.
Reports

[] Subject Visits

Select a date 10 view Sche Appoinirments Scheduled Apporrmints

Subject GUID Visit Type Praotocol Number

2 3 4 5 L] L]
9 w112 415
L] 17 18 19 0 2 =
Z 24 2 26 F4d % B

4. My Subjects page appears within a list that can be sorted by clicking on the arrows on any

field using the . symbol. While in the Subject view, you may iew Subject lists, Search for
Subject or Select Subjects to perform any desired action.

A Home Workspace GUID Data Dictionary Data Repository Query Meta Study Account Management Need Help

ProFoRMS HoRt ' i
My Subjects

‘Wiew subjest kst search for a subject, or seiett subjects 10 perform an action

Advanced Search
Manage Subjects i ol o
My Subjects

Sul

ProFoRMS Home

AL A, Eit | View | Amtachments | All Complated sForms | View Audit | Schedule Vist | Dstets Search
Manage Subjects Help
TBIPE255ZE8 st Active SPORT CONCUSSION ASSESSMENT
Collect Data TBIAKSE1THE L1F] Aciive SPORT CO8 ASSESSMENT
TEMETSSLR 513 At SPORT CONCLSSION ASSESSMENT
Miarisce £ ¥otonol TBGIEIKTS 514 Aciive SPORT C O ASSESSMENT
o TBVETEOVL 515 Active SPORT CONCUSSION ASSESSMENT
TRICGTSVES 516 Actve SPORT ¢ 0N ASSESSMENT
TRRZZTIWLY 517 Actre SPORT CONCUSSION ASSESSMENT
TBIRVZMKDW 518 Acive SPORT CONCUSSION ASSESSMENT
TBUHESTHFU 520 Active SPORT CONCUSSION ASSESSMENT
TBUVT4ZPYS 521 At SPORT CONCUSSION ASSESSMENT
TBIBHIZSANE 52 Active SPORT CONCUSSION ASSESSMENT
TBIGPINIXD 523 Active SPORT CONCUSSION ASSESSMENT
TEIGBAI2B0K 524 Active: SPORT CONCUSSION ASSESSMENT
TBRVIZHIGE 525 Acte SPORT C 4 ASSESSMENT
TEIALEGI0H 528 Active SPORT CONCUSSION ASSESSMENT

Showing 1 %o 15 of 29 entnes (0 Rows Selected) Export options: C5V | Excel 2 Hext Last
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5. Select a Subject from the list of subjects to edit.

nt Management

ProFoRMS
My Subjects

ProFoRMS Home \iw SUDJECE BSE SEATCR 10 3 SULWCL OF Selee] SUDELS 1o perfom an action
[#] Advanced Search

My Subjects

Selecta subject 1o pﬁﬂf;:r“ &N ackan

Edit  View  Aftachmants | All Completed eFerms  View Audit | Schedule Vist | Delete

Showing 1 1o 8 of & entries (1 Row Seietted) Bxpont opbons. CSV | Excel

Dashboard  TBISTUDY v

Seanh

e ) o O v O . ]
Active

Manage Subjocts Halp
D THLINVPDOSEZHE 1 TS TUOY
Collect Data TBI_INVGH4BETLT T Active TRISTUDY
TBIDEMODBTZ50VA 8 Active: TRISTUDY
Manage Protocal THIDEMO_INVOIZ44ER TR DemoDi1 Acte TS ¥
TBIDEMO_INVZIES4OTIE L] Aclve TRISTUDY
Reports
TBIDEMOPNTS1GES racheinorh Aztive TRISTUDY
Site Administration THI_INVKUDT4BGE subjectD Active TRISTUDY
TBIDEMO_INVIHISTYKW Testoz2 Aztive

6. Click the Edit button from the action bar.

lorkspace ement

ProFoRMS

My Subjects
Wiew subject iist, Search for @ subject. of select Sutyects 1o pertarm an action

W [#] Advanced Search
My Subjects
[oar
N‘;ﬂ Sabyrct
Schedube Wsit

ProFoRMS Home

Bt 10 pericm an acton

Atachi

Forms | View Audit | Seh

Hanage Subjects 1

Dashboard  TRISTUDY

Search

v

D
Active:

Snowing 110 8 of 8 entries (1 Row Selecled) Export options: C5V | Excel

TBI_INVPDO3EZHC 1 TBISTUDY
Collect Data TBI_INVGHABETLT 7 Actve
TRIDEMODST250MA 8 Active
Mmnage Frotocot THIDEMO_INVDZA4ERTR Demoon Active TRISTUDY
. TBIDEMO_INVZES4STZE e Active TBISTUDY
TBIDEMOPNTS1GIS facneinann Active THISTUDY
Site Administration TBI_INVKUOT4BGE subjectiD Active TBISTUDY
THIDEMO_INVIHOE1 I Tesinoz Active TRISTUDY
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7. NOTE: Even though the link on the left hand side says "Add Subject," by clicking on the
"Edit" button in the "My Subjects" page, it will bring the user to the "Edit Subject” page,
where any required fields that was needed to create a subject (i.e. GUID or Pseudo-GUID,
Protocol Subject ID) will already be populated.

Cashboard  TBISTUDY v

ProFoRMS

Edit Subject
ProFoRMS Home

Piease enter subject information, add prosocol information and other fields to add a subject

W [) Subject Infarmation

My Subjects Mark subject data as Validated

sl GGLID™ Bution Delow 10 the GUID Tool. The GURD Tool wil allow you 10 enter the infomalion necessary o

It 1he Subject does nol have & GUID o F3ewdo-GLID created in Me system, click on the "C

generate a GUID or Pseude-G asubject Once the GUID is generated. a pop-up will appear. The "Copy” buttan will copy the GUID to your clipboard so the generated ID can be pasted inta the
Schadule Visit “GUID or Preudo-GUID" text field In the Subject Information section. The “0K" buttsn will exit the pop-up without saving the GUID to your clipboard; however, the generated ID can still be copled
1o your clipboard by clicking on the “Copy GUID™ button on the GUID Tool.

Manage Subjects Heip

Launch GUID Tool

Collect Data
Manage Protocol * This symbal indicates a required fieid
Reports. -
-~ GUID er Pseudo-GUID™ TBI_INVPDO3GZHC o VALD
Site
with Subjest
Protocol Subject 1D 1 Recruited
Biorepository Subject ID
[-] Protocel
Blease enler profocal informatian
Assoriate Subject to Current Prot Lol Consent to Future
Protocols
Subject Humbar Enrelimant Date
Subject Site N or /A T‘ Completion Date 7
Status in Current Protocol @ active () Inactive
[-] Attachments
Fiease make sure ihe aftachment doesni contain amy P1
Hame" attachment” =]
Description Category | None =@
Add Cancel
Edit Deleta
Name Dasenption
There are no attachments 1o daplay &1 this lime none none
Showing 1101 of 1 entries
Save | Reset | Cancel
Subject Number Enroliment Date
SuBject Site | 1M or MA =] Complatien Date -
Status in Gurrent Pretocel @ Active () Inactive
r‘ e sure the atiachment dossnt contain any 1
Mama™ Attachmant” -
Description categery | Mone T| ]
Ada cancel
Edit Dolste
Name Description
There are no altachiments 1o daplay a1 his time none none

Showing 1 to 1 of 1 entries

“ Resst  Cancel
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8. The My Subject page appears with at confirmation of the changes.

% Home
ProFoRMS

ProFoRMS Home

ount Management

l Dashbcard  TRISTUDY v

ect 1 nas Deen updated successh
WICW SUDIECT ST SEQRCN 107 @ SUDJECT, OF SEiecT SUDJECEs 1o peronm an action
1 Search

My Subjects

Add Subject
Schedube Visit
Manage Subjects Help

Collect Data
Manage Protocol
Repons

Site Administration

My Subjects

Select 3 SuBject B perlanm an aclion

View | Attachments | All Completed eForms. | Vie: §it | Schedule Visit | Delete Search
:-_m_mm
TBI_INVPDO3EZHC TBEETUDY
TBI_INVGH486TLT 7 Active TESTUDY
TEDEMODBTZ5VA B ALtive TEETUDY
TEIDEMO_IWVDZ446RTP Demo01 Active TEEETUDY
TBIDEMO_INVZES4OTZB e Active TESTUDY
TEIDEMOPNTS1GIS racheinarh Active TESTUDY
TEI_INVKUOTABGE slatyecii ALt TRIETUDY
TEREIEMC_INVIHEE 1YW Tes1002 Actve TERSTUDY

Showing 1 10 8 of & enties (0 Fows Seletled) Export options. C5V | Excd
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3.6.4 View Subject Information

To View Subject Information: Perform the following actions:

1. Navigate to the ProFoRMS module

4 Home Workspace Data Dictionary Data Repository Guery Mata Study Account Management Need Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS

i ProFoRMS is 8 Web-based database ap
With ProFof
To start, phe:

Select a Protocol

Sebect 4 profocol 1o perfarm an action or create & new pratocol

View [s] Search
Reports SPORT COMCUSSION Evaluating a Movel Method of EEG Evoked Response Potential Analysts in Spon Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion
FITBIR-STUDYO000359 Targeted Aleration in omega-3 and omega-8 fatty acids for post-raumatic headache (Mutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

# Home  Workspace DataDictionary ~ Data Repository  Guery Meta Study Account Management Heed Help

F'I'OFORMS Dashboard He Protocel Selected (All Protocols) v

Welcome To ProFoRMS
a3 Wesh-baeaed) ditabire iy
age Prot

FITBR-STUDYOO00359

Select a Protocol

Select a protocol to perform an action of create a new protocal

dit Delete Search

rotscol Number oc

Ham:

SPORT CONCUSSION Evalusting & Novel Method of EEG Evokied Response Potential Analysis in Sport Concussion Assessmen- - Test Stabilty and Effect of
ASSESSMENT Concussion
FITBIR STUDYDO0DA358 Tarppeted Altesation in cmega 3 and omega 6 fa

Reports

s Tar posd iraurnate headache (Hubribon for FTH)

Showing 1 to 2 of 2 ertries (0 Riows Selectad)

3. The ProFoRMS Dashboard opens. Click the Manage Subjects on the left-side tool bar.

# Home  Workspace 5 ! onary  DataRepository  Query  MetaStudy  Account Management Head Holp

ProFoRMS '
Dashboard
ProFoRMS Home Wiew Messages and Sub

Salect A Pratocal [l Messages
Manage summh
Detete
Collect Data

Manage Protocal Mo data avadable in table

nesEages o select a message o perform an action

Search

Showing 010 0 of 0 entries.

Reports
[] Subject Visits

Select o i it Stheduled appointments Scheduled Apporrmints

Subject GUID Visit Type Praotocol Number

9 w112 3 415
L] 17 18 19 0 2 =
Z 24 2% 26 F4d % B
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4. My Subjects page appears with in a list that can be sorted by clicking on the arrows on any

field using the symbol. While in the Subject view, you may View Subject lists, Search for
Subject or Select Subjects to perform any desired action.

Workspace GUID Data Di Query Meta Study unt Management Need Help

# Home

epository

ProFoRMS

ProFoRMS Home

My Subjects J
Add Subject
Schedule Visit

Manage Subjects Help

Collect Data
Manage Protocol

Reports

My Subjects
View subect search for a subsect of seiect subjec

[+] Advanced Search

TBPEZSAZBB

TEIAKSS
TBMNETSSUR

TBYGIEIKTS
TBNVETEOVUO

VZMKDW

TBAHEDTHFU

TBUNT4EPYS
TBBHIZSANZ
TBIGPINIXD
TEIGBAI2B0K
TBRVIZHIGE

THALEGI0HS

5 0 perform an action

Schedule Vish

Forms | View Audit sit | Delate
511 Active

52 Active
513 Actve
514 Active
515 Active
516 Actve
87 Actve
Lat] Active
520 Active
21 At
sz Active
523 Active
524 Active
525 Actve
526 Active

Showing 1 %o 15 of 29 entnes (0 Rows Selected) Export options: C5V | Excel

Validated

SPORT

Search

Protocel

SPORT CONCUSSION ASSESSMENT

ASSESSMENT

H0M ASSESSMENT

I ASSESSMENT

SPORT COk SION ASSESSMENT

SPORT CONCUSSION ASSE:

ENT
SPORT CONCUSSION ASSESSMENT
SPORTC

SPO
SPORT CONCUSSION ASSESSMENT
SPOR

ASSESSMENT
SPORT CONCUSSION ASSESSMENT

2 Hext Last

5. Select a Subject from the list of subjects to edit.

4 Homa Wo
ProFoRMS
ProFoRMS Home

Manage Subjects

A24 Subject
Schidule Vist
Manage Subjocts Holp

Collect Data
Manage Pratacel
Reports

Site Administration

My Subjects

Query

Mata Study

View subject Bt 5earch 10r 3 Sublect, OF Sl Sublects 10 perform an action.

[*] Advanced Search

My Subjects

Select & sUBECt 10 perfom an acean
Eant

View | Aftachmants

o TBI_INVFDOIGIHC
TBI_INVGHABETLY
TBIDEMODBTZ5JVA
THIDEMO_INVOZ446RTR
TBIDEMO_INVZER49TIS
TBIDEMOPNTS1GES
THI_INVHLIOTABGE
TRIDEMO_INVIHSE1YKW

All Complated eFerms

View Audit | Schedule Visit

1
7

8

Demobot
L]
racheinomn
subjectD
Teswz

Showing 1 1o 8 of & entries (1 Row Seietted) Bxpont opbons. CSV | Excel

nt Management

Dalete

Active
Active

Actve

Dashboard  TBISTUDY

Active

Seanh

THSTUOY
TEISTUDY

TBISTUDY

TRISTUDY
TRISTUDY

Head Help
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6. Click the View button from the action bar.

ProFoRMS

My Subjects

Wiew subject Ist, search for a subgect, or select subects to periom an action

ProFoRMS Home

[*] Advanced Search

My Subjects

Add Sutyect

e an action

110 ps

Edit E Attachments | All Completed eForms | View Audit | Scheduls Visit = Delete

Dashboard  TBISTUOY v

Search

Manags Subjects Help
1 Active

v TB_INVPDOIEZHC TEISTUDY

Collect Data TE_INVGHA8ETLT 7 Active TEISTUDY
TEOEMODBTZ5VA 8 TRISTUDY

Manage Protocal TEOEMO_INVEZA46RTP Demooot TEISTUDY
Reports. TRDEMO_INVZES4OTZB e TBISTUDY
TROEMOPNTS1GIS rachenonn Actve THSTUDY

Site Administration TB_INVEUOTHBGE subpecti Active: TBISTUDY
TEOEMO_INVIHSE1 YKV Testaz Active TRISTUDY

Showing 1 1o 8 of B entries (1 Row Selected) Expon options. CSV | Excel
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7. The View Subject Information appears showing the various sections: Subject Information,
Protocol, Scheduled Visits, Attachments and Completed eForms.

GUID  DataDictionary  DataRepository  Query  MetaStudy  Account Management Need Help

ProFoRMS Dashpoard  TBISTUDY v

View Subject:

View subject information or select a section o edit

] Subject Inf {
Manage Subjects 1] Subject Information
Mark subject data 3

dd Subject GUID or Pssudo-GUID  TBI_INVPDOSGETHE

ProFoRMS Home

ORI M Protocsl SubjectiD 1

Manage Subjucts Help
Biorepository Subject ID

Collect Data
Recruit
Manage Protacal
Ednt
Reports
Site Administration [ Protocol
Associate Subject to Consent to Future
Current Protocol Protocols
Subject Number Protocol Subject 1D 1
Enroliment Date Subject Site NA
Completion Date Status in Current Protocol Active . Inactive
Edit
[4] Scheduled Visits
Search
Date and Time Visit Type :
2013-07-29 14:45 Baseline Vst
20 28 Basehne Vst
20 Basefine Visd
2016-10-30 00'00 Basaiine Visd
2017-01-26 1606 Baseline Visd
2017.04.04 05:13 Follow up 36 months
2017-04-05 13:29 HIT & Mod again
2018-01-26 15.50 Basehne Ved
Showing 1 o & of § entries
Eadnt
[-] Atachmants
View Audit Search

No dala avaiabie in labk

Showing 0 1o 0 of 0 enlries

Egit
[-] Completed eForms
Search
Mt Sehedt Test 2 20140612 1090
e 2017-01-25 1942
JuneZ4thZ016 2016-06-24 1649
g 2017-01-25 19:42
Exam_EE 201704-25 1940

Ehowing 1 10 5 of 5 entnes
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3.6.5 Scheduling Visits
To Schedule a visit: Perform the following actions:
1. Navigate to the ProFoRMS module

Workspace Data Repository Guery Mata Study Account Management Heed Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS

ProFoRMS is 8 Web-based data ation dessgned to help manage data coliection

you can Man Manage Subjects, Gollect Data, and view Report and Quesy,
To star, please select from the buttons below 1o either create & new prolocal or select from existing profocoks

ProFoRMS

Select A Protocol

Select a Protocol

Select a profocol 1o perform an action or create a rew protocol

Search
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-6 fatty acids for post-traumatic headache (Nutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

# Home  Workspace R Data Dictionary ~ Data Repasitory Guery Meta Study  Account Management Heed Help
PfOFORMS Dashboard Ho Protocol Selected (All Frotocols) v
Welmme To ProFoRMS it
‘et based database applcation desagned 1o help manage data coliectan FITBIR-STUDY 000359
you can’ Manage Protocols, Manage Subjocts, Gabect Diata, and view Repart and Query

IO slart, please select from the buttons below to eﬂrw:r Create 3 new profecol of select from exsbng prodccols

_ Setecta Profacol
Eplect a protocal o perform an action or create 4 new protocol
Vi Audit Celete Search
SPORT CONCUSSION Evaluating a Novel Meihod of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of

ASSESSMENT Concusson
FITBIR-STUDYDOOO359 Targeted Allesabon n omega-3 and omega 8 falty acxds for post traurmalbic headache (Nutrtion lar PTH)

Showing 110 2 of 2 entries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click the Manage Subjects on the left-side tool bar.

4 Home Workspace Pr GUID Data Dictionary Data Repository Query Meta Study Account Management Nead Help

ProFoRMS Dashboard  TBISTUDY v

welcome TD ProFoRMS
ProFoRMS Home F S 15 3 Web-based database appldation des :lrco 10 help manag c ﬂs’a ol

it Prof oRMS, you tan Manage Prolocoss. Manage 5 4 Cuery,
Select A Profocol To start, please select from Ihe BUIONS Baiow 1o SMEr creale 3 new r-o.o:ol or selest g protocols.
Manage Subjects Select a Protocol
Select a prodoc: ripem an action or create a new protocol
Collect Data

View Audit

Greate Protocol Search

UMD Dempo Study

Reports
4000 UMM Subarachnoid Hemarhage
Site Administration NCTO1588691 Traumatic Brain injury Peripheral Nerve Study
DRYOGISTUDY_007 OrYogiStudy_007
1234656 Slem Cedls for TEL
1234567 Test Study
0001 Test
TBISTUOY ToIStudy
TBI SPECIAL DEMG STUDY T Special Demo Study
000 Demographics Form Test
ABC123 ProForms Demo
FITBIRO01 FITBIR Genenc PROD Study
Kate's Test
02320 Stouy demo
CENC1234 Smike: Test Proforms
Snowing 110 15 of 61 entries (0 Rows Selecled) 2 3 4 85 Next Last

4. My Subjects page appears with in a list that can be sorted by clicking on the arrows on

any field using the . symbol.

1 Home Workspace : GuID Data Dictionary Data Repository Query Meta Study Account Management Need Help

ProFoRMS Dashboard  TBISTUDY 5
My Subjects

View subject lisl. search for & subjecl. or select subjects to perform an action

+] Ad d S h
s
My Subjects
(mswpes | st st o

Add Subject

ProFoRMS Home

§ eFarms it | Delete Search
e R ]
Manage Subjects Help
TBL_INVPDOSEZHC Actve TBISTUDY
Collect Data TBI_INVGH4BETLT 7T Actve TRISTUDY
TBIDEMODBT 250 8 Active TB:
MARSgS Rrowen) TBIDEMO_INVOZASERTP Demooat Actve TBISTUDY
TEDEMO_INVZES4GTZR e Active TBRISTUDY
Reperts -
TBIDEMOPNTS1GIS racheinarin Artve TBISTUDY
Site Administration TH_INVKUOT 4BGE subjectiD Actve TBISTUDY
THIDEMO_INVIHEE 1YW Testnoz Active TBISTUDY

Showing 1 10 B of B entries (0 Rows Selecled) Export oplions: G5V | Excel

NOTE: You may also be able to schedule a visit for a specific subject by going to "My
Subjects" page, selecting subject by clicking on the checkbox (this will enable numerous
buttons such as edit, view, etc.), then select "Schedule Visit" button. This will direct you
to the 'Schedule Visit" page, with the GUID/Pseudo-GUID that was selected
prepopulated in the GUID/Pseudo-GUID field.
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5. Click the Schedule Visit tab on the left-side tool bar.

ProFoRMS Dashboard  TBISTUDY A

My Subjects
iew subject Iist, search for a subsect, or select subects to perform an action

W e
My Subjocts

[wsawas ] e

ProFoRMS Home

an aclion
Ad Svtpect attachments | Al Completed eFarms t | sehedule visit | Delsts Search
SR __m_mm
TBLINVPDO36ZHC Active TRISTUDY
Collect Data rBI_l“'w":v'Ufb-TLT 7 ALtive TRISTUDY
TEIDEMODET250vA, L ALlve TWRSTUDY
SHagN Pracscot TRIDEMO_INVDZA4ERTP L — Active TRISTUDY
Regorts TBIDEMO_INVEEQ4STZE e Actve TBISTUDY
TRIDEMOPNTS1GIS sacheinarth Active TRISTUDY
Site Administration TBUINVKUOT4BGE subgectiD Active TEISTUDY
TEIDEMO INVIHEE 1 YHW Testong Active TESTUDY

Showing 1108 of 8 entries (0 Rows Selected) Expon oplions: CSV | Excel

6. Select the GUID or Pseudo-GUID of the Subject you would like to schedule a visit from
the GUID or Pseudo-GUID drop-down menu.

# Home Workspace GuID Query  Meta Study Account Management Need Help

ProFoRMS Dashboard  TBISTUDY -

Schedule Visit
View SCheduled WIsis. 200 New VSIS O SEIECt a VISt 10 PEMom an acton

* Tnis symbol indicales a required fieid
Manage Subject
GUID or Pseudo-GUID *| .. h

My Subjects
bt Date and Time  TB|_INVPDO36ZHC
[TBI_INVGHABETLY

[TBIDEMO_INVDZ446RTP

ProFoRMS Home

Manage Subjects Heln add Cancel [TBIDEMO_INVZES49TZB
[TBIDEMOPNT51GJS
it Seheduled Visits TBIDEMO, dogs iow
Manage Protocol Seaith
Repors _m
) TBIINVPDOIBZHC HIT & Mod again 2017-04-05 1320
St AoniieiEaiion TBI_INVPDO36ZHC 1 Follow up 26 months 2017-04-04 0512
TBIDEMODBT250VA 8 Baseline Visit 2017-02-22 1512 bammguBAacigiql
TBI_INVPDOIEZHC 1 Baseline Visit 2017-01-26 16.06 adqgbq2o5cSqacvt
TBIINVPDOISZHC 1 Baseline Visit 2017-01-26 1550 chma54j4kh3qSdn
TBI_INVPDOIBZHC 1 Baseline Visit 2016-10-30 00:00 skezandcdnvssar
TBLINVPDOISZHC 1 Baseine Visi 2016-10-03 00.00 An7gmnejivzanc
TBI_INVPOOISZHC 1 Baseline Visit 2016-04-28 1320 ayTvatzumagzmia
TBIDEMODE7251VA 8 Follow up 35 monins 2016-04-28 1258 BzSirdgutluuep!
TBI_INVGHA8ETLT 7 Baseline Visit 2016-04-28 1257
TBIDEMODBT254VA 8 Baseiine Vist 2014.06-10 13:45
TBIINVGHA8ETLT 7 Baseline Visit 2014.01-23 09.00
TBI_INVPDO3EZHC 1 Baseiine Visit 2013-07-29 14.45
TBLINVPDOISZHC 1 2013-07-19 08:30

Showing 1 10 14 of 14 entries (0 Rows Selected) Export options: CSV | Excel
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7. Click the Calendar ‘&« icon to choose the desired Date and Time for the visit.

% Home Works| ata Repository Query Meta Study Account Management

ProFoRMS Dashboard  TBISTUDY v

Schedule Visit
View scheduled visits, add new visils or select a visit to perform an action

* This symbol indicates a required fieid
Manage Subjects o

ProFoRMS Home

GUID or Pseudo-GUID ¥ TBI_INVKUOT4BGE 2
My Subjects
O re——— _
A aact Date and Time™| Format YYYY-I HHM B
ke DI ETAR e
Manage Subjects Help Add Cancel Su Mo Tu We Th Fr Sa
1 3 a4 s
Collect Data Scheduled Visits 6 7 8 w0 11 12
M Prot " 13 14 15 17 18 19
lanage Protocol Search:
Edft jDelete 20 21 22 24 25 26
e Date and Time Self Reporting Token
Time  00:00 No data available in table
Site Administration Shawing 0 1o 0 of 0 entries E Hour
Minute
Now Done

8. Choose the Visit Type from the drop-down menu.

% Home Workspace Data Dictionary Data Repository Query Meta Study Account Management Need Help

ProFoRMS Dashboard | TBISTUDY v

Schedule Visit
View scheduled visits, add new visits or select a visit to perform an action

* This symbol indicates a required field
Manage Subjects .

ProFoRMS Home

GUID or Pseudo-GUID * TBI_INVKUO74BG8 e
My Subjects
o Date and Time™ 2017-08-09 00.00 E
e e [ g
Manage Subjects Heip Add cancel

Baseline Visit

Follow up 36 months h
Collect Data igearge

Scheduled Visits
HIT & Med again

Manage Protocol Edit | Delete Search:

Reports ] e | e 1 e |
No data available in table

Site Administration Showing 0 fo 0 of 0 entries Export options: CSV | Excel

9. Click the Add button.

4 Home ! GUID  DataDictionary  Data Repos GQuery  Meta Study \ccount Management Need Help

ProFoRMS Dasnboard  TBISTUDY v

Schedule Visit
View scheduled visits, add new visits or sedect a visit o perform an action

* This symbof ingicanes 3 required field
Manage Subjects

ProFoRMS Home

GUID or Pseude-GUID ¥ TBLINVKUOT4BGE -
Ay Subgects o
o

e Date and Time™ 2017-08-09 00:00

VisitType  Follow up 36 months T
Hanagn Sebjerts lap Cancel
(Sl Scheduled Visits
Manage Protocal Eart | Delete Search

Visit Ty + |Date and Time < | seif Reperting Token .
Ragerts 1 a1 e N | P B | =

No data avadabie in table

Site Administration Showing 0 10 0 of 0 entries Expon oplions. C5V | Excel
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10. The newly scheduled visit will be displayed on the Scheduled Visits list as shown below:

Edit | Delete Search
_ GUID : visit Typs Self Reporting Token
subyectio - 2017-08-09 00.00
TBI_INVPDOSGZHG 1 HIT 6 Mod again 2017-04-05 1220
THI_INVPDO3EZHC 1 Foliow up 36 manths 2017-04-04 0513
TBIDEMODBT28.VA 8 Baseine Visd 2017-02-22 15,12 bammguEdacigigl
TBIINVPOO62HC 1 Basetne Vist 2017-01-26 1606 2070602055936V
TBI_INVPDOSGZHC 1 Baseine Vist 2017-01-26 1550 ckmA544kIag5en
TBI_INVPDOSEZHC 1 Baseline Visd 2016-10-30 00:00 akefuindc dhvSsal
TBI_INVPDOIGZHC 1 Daseline Visil 2016-10-03 00:00 AnThgmriefiv2ahc
TBI_INVPDOSEZHC 1 Baseine Vist 2016-04-28 13.20 AyITHaAZUMAG2MIG
TBIDEMODBT25/VA 8 Foliow up 36 months 2016-04-28 12:56 Exzfirdgwiouwpl
TBI_INVGH4BETLT T Dasefine Visi 2016-04-20 12.57
TBIDEMODBT25VA a Baseline Vist 2014-06-10 1245
TBI_INVGHABETLT T Baseine Vist 2014-01-23 09.00
TBI_INVPDOSGZHG 1 Baseline Visd 2013-07-20 14:45
TBI_INVPDO3GZHG 1 2013-07-16 06:30
Showing 110 15 of 15 entries (0 Rows Selected) Export options: CSV | Excel

Things to Note:

ICON KEY '~ Another pathway to scheduling a visit:

Notes =7 Go to My Subject

=7 Select any GUID by clicking on the checkbox

=7 Click the Schedule Visit button, which will be activated once a GUID is selected
Information ["=7 This action will bring the user to the Schedule Visit page where you can schedule a visit

=7 This step is recommended as the User can search/filter for a specific GUID through the search bar
instead of finding the GUID using the drop down-menu.

=7 Important
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3.6.6 Editing Scheduled Visits

The Schedule Visits feature provides you with the ability to schedule visits as well as perform
other functions such as Edit Visits, Delete Visits.

To edit scheduled visits: Perform the following actions:
1. Click the ProFoRMS tab at the top of the screen

% Home Workspace 2 GUID Data Dictionary Data Repository Guery Mata Study

Account Management Head Help
Dashboard No Protocol Selected (All Protocols| v
ProFoRMS : :

Welcome To ProFoRMS

ProFoRMS is a Web-based database appication designed to help manage data colection

With ProFoRMS, you can: Manage Prolocels, Manage Subjects, Colect Data, and view Report and Query

To start, please select from the butiens below 10 either create 8 new protocol or select from existing protocols

ProFoR

Select a Protocol

Select a protocel to perform an action or create a new protocol

Delete

Search
Study -
Type
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment- - Test Stabdity and
ASSESSMENT Effect of Concussion

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acuds for post-traumabc headache (Nutrban for PTH)

Showing 1 ta 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

1 Home Workspace » suID Data Dictionary Data Repasitory Query Meta Study Account Management Heod Help
ProFoRMS Dashboard Mo Protocel Selected [All Pretocols) v
Welcome To ProFoRMS L SPORT CONCUSSION ASSESSMENT

ProFoRMS is a Web-based database apy
‘With ProFoRMS. you can' Manage Pratos

1 detsignesd b help manage data collection FITBR-STUDY 000353
wge Subjects, Coliect Data, and view Repont and Cuery.
To stat, please Select from the DUReNs below 1o oither create a new Protocol or Sekct from existing protocols

Select a Protocol

L 3
Select A Protocel
Sedect a protocol to perform an action or create a new protncol
dit | Delets

v Search
ol Humber 2 | Pretsecl Hame 2 | ey >
Type
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of

ASSESSMENT Concusson
FITBIR - STUDYD0O0358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click the Manage

Subjects on the left-side tool bar.

ProFoRMS

ProFaRMS Hom

Select A Protocol
Collect Data
Manage Protocol
Reports

Site Administration

nage Protacol. l.lana

To start. pie

Salect a Protocal

Select a protocol 10 periorm an action or create a new protocol

Create Protocol

age data ool
e Vi R part and Guery.
s $430ct from the Sutions beiow 10 eher croare | e prolocal of Select rom e

ct Dl

g prolocols

Search

2000

4000

NCTO1588601
HYOUISTUDY_007
1234656

1234567

0001

TRISTUDY

TBI SPECIAL DEMO STUDY
oo

ARCTRA

FITBIRO01

oza20
CENC1234

SNowng 110 13 0f 67 enties (0 Rows Seectd)

UMD Demo Sty

C Subarachncd Hen

e
Traumatic Brain injury Periphesal Herve Study

UrvogUE

Stem Cefis for TBY

Test Stugy

Teat

THIS Iy

T8I Special Demo Study
Demographics Fom Test
ProFarma Deme

FITEIR Genenc PROD Study
Hate's Test

Stauy dema

Smiles Tesl Proformms

2 3 4 6 Mext Last

4. My Subjects page a
any field using the

symbol.

ears with in a list that can be sorted by clicking on the arrows on

ProFoRMS

ProFoRMS Home

Add Subject
Schadule Visit

Manage subjects Help

Collect Data

Manage Protecel

Reperts

Site Administration

My Subjects

View subject lisl. search for & subjecl. or select subjects to pe

[+] Advanced Search
My Subjects.

Sefect 3 subject t periomm an action

Edit | Aftachments | Al Compieted eForms

ew Audit

Delete

Need Help

__ il __

TBI_INVPDOZEZHC
TBI_INVGH4BETLT
TBIDEMODBT250vA
TEIDEMO_INVOZASERTR
TEIDEMO_INVZES4OTZE
TRIDEMOPNTS1GI5
TH_INVKUOT 4BGE

TBIDEMO_INVIHES1YIOW

Showing 1 10 B of B entries (0 Rows Selecled) Export oplions: G5V | Excel

ACthve
7 Active
8 Actve
Demodat Achve
e Active
racheinorn Artve
subjectin Active
Teson? Artve

TBISTUDY
TBISTL

W
TBISTUDY

THIS

TBISTUDY

TRISTUDY
TBISTUDY
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5. Click the Schedule Visit tab on the left-side tool bat.

ProFoRMS
: . Schedule Visit
FroFoRMS Home Vitw 56 3ul6a WIts, 300 now VSRS of 56106t 3 VSN 10 DAMArM an Acon
* This sy + il
Manage Subjects
GUND of Peeudo-GUID " —— -
My Subjects
A Subject Date and Time™ | Forr TEGT ]

Visit Type | =

Mansge Sabjects Help

Aad cancel

Collect Dnta Scheduled Visits

Manage Protocel

THI_INVKUO7ABGE subjecul Follow up 36 manmng
Site Administration
TRI_INWPDOIETHC 1 HIT & Mod again
TBI_INVPDO3EZHC 1 Follew up 36 manis
TRIDEMOOST 260N & Raseling
TE_INVPDOIEZHC 1 Dassling Visit
TRI_INWPDO3ETHE 1 Rasaling Visit
TEI_INVPDOIEIHC 1 Daseling Visit
TRI_INVPDOZETHE 1 Bassling Visit
TEI_INVPDOIEZHC 1 Daszeling Visit
TRIDEMODETZENL & Fallow up 36 mans
THI_INVGH4BETLT 7 Daseling Visit
TRIDEMODETIE AR & Basaling Visit
TBI_INVGH4ETLT 7 Bazeling Visit
TRI_INWDOIETHE 1 Bassliing

TEI_INVPDOIEIHC 1

Shiowing 118 15 of 15 entries [0 Rews Selecsd) Expon opians:

Dashboard

e = 1 B— = = S— |

2017-08-08 00:00
F017-04-05 13790

2017-04-04 0513

30170227 1512
2017-01-26 16:08

2

126 1550
2016-10-30 00:00
20161003 0000
2016-04-20 1320
F016-04-26 1358
2016-04-20 1257

201

B 1345
2014-01-23 09:00

204

720 1445

201307120830

TEISTUDY v

Search

bammguédacigigl
adqpbaZoscsaat
ckmdf4jdi3gSan
kg randednsaar
An7bqmrapezahe
AyiTaedumanzmid

Gofirdgaiiupl

6. The Schedule Visit page appears from where you can View Scheduled Visits, Add New
View Visits, or Select a Visit to perform an action. Select the GUID of the Subject you
would like to schedule a visit from the GUID or Pseudo-GUID drop-down menu.

Meta Study

ProFoRMS
Schedule Visit

ProFoRMS Home View scheduled visits, add new wisits or select avisit 1o perform an action

My Subjects

Add Subject Date and Time"™ [TB|_NVPD036ZHC
TBIINVGH486TLT

[—ls . Visit Type [TBIDEMODBT725JVA

[TBIDEMO_INVDZ446RTP

R e Add Cancel TBIDEMO_INVZES49TZB
TBIDEMOPN751GJS
Coliect Date Schedulod Vists TBIBEMO s Tviw
Manage Protocol Eait | Delete
Reporis
TBI_INVKUOT4BGE subjecliD Follow up 36 months
Site Administration
TBI_INVPDOIEZHC 1 HIT 6 Mod again
Il TBI_INVPDO36ZHC 1 Follow up 36 months
I ] TBIDEMODBT25JvA I 8 Baseline Visit
TBI_INVPDO36ZHC 1 Baseline Visit
TBI_INVPDO3I6ZHC 1 Baseline Visit
TBI_INVPDO36ZHC 1 Baseline Visit
TBI_INVPDO36ZHC 1 Baseline Visit
TBI_INVPDO36ZHC 1 Baseline Visit
TBIDEMODBT25VA [ Follow up 36 manths
TBI_INVGH486TLT 7 Baseline Visit
TBIDEMODB725JVA 8 Baseline Visit
TBI_INVGH485TLT T Baseline Visit
TBI_INVPDO36ZHC 1 Baseline Visit
TBI_INVPDO36ZHC 1

Showing 110 15 of 15 entries (1 Row Selected) Export options: CSV | Excel

* This symbol indicates a required fieid
Manage Subj
GUID or Pseudo-GUID ™| — [~ ef—

Dashboard

2017-08-00 00:00
2017-04-05 13:29
2017-04-04 05:13
2017-02-22 15:12
2017-01-26 16.06
2017-01-26 15:50
2016-10-30 00:00
2016-10-03 00:00
2016-04-28 13:20
2016-04-28 12:58
2016-04-28 12:57
2014-06-10 13:45
2014-01-23 09:00
2013-07-29 14:45

2013-07-19 08:30

TBISTUDY v

Searen:

> | setr Reporting Toi

bammgué4aoialgl
adagfazoeSc5aatv
ckm4S4iak3a5an
xkezandcanvSsar
4n7bamreji2ahc
4yiTxddzumagzmid

Gazbirdgwiluuxpl
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7. Click on the Edit button to update as needed. Using the Calendar{-—l.icon to choose the
desired Date and Time for the visit

ProFoRMS Dashboard | TBISTUDY v

Schedule Visit
View scheduled visits, add new visits or select avisit to perform an action.

* This symool indicates & required field
Manage Subjects

GUID or Pseudo-GUID ®  TBI_INVPDO36ZHC
My Subjects

ProFoRMS Home

o Date and Time™ MDD HH:MM

Manage Subjects Help Su Mo Tu We Th Fr Sa |

Add Cancel
1 Z 3 i LS

|
LolloctData Scheduled Visits 6§ 7 B8 8 10 11 12|

13 14 15 16 17 18 19| _—
Menoge frecel ot 20 21 22 23 24 25 26 | S

Reports

00:00
| HIT & Mod again 201704051329
Site Administration
Foliow up 36 months 2017-04-04 0512
Minute |
] TBI_INVPDO | Baseline Visit 2017-01-26 16:06 adagsa2escsqat
| T8 venod oW Ll | Bassling Visit 2017-01-26 1550 ckma4E4j4ki3asdn
TEI_INVPDO3BZHC 1 Baseline Visit 2016-10-30 00.00 xkejzandcAnvSsat
TEL_INVPDO6ZHC 1 Baseline Visit 2016-10-03 0000 anTbamreit2ahe
| TBI_INVPDO36ZHC 1 Basealine Visit 2016-04-28 1320 Ay Trddzumanzmid
TEI_INVPDO36ZHC 1 Baseline Visit 20130729 1445
TBI_INVPDO3EZHC 1 2013-07-18 08:30

Shawing 1 1o 9 of  entries (1 Row Selecled) Export options: CSV | Excel

8. Click the Update button to complete the edit action.

ProFoRMS Dashboard  TRISTUDY v

Schedule Visit

EroEoREE S Homa View scheduled visils, add new dsits o select a W3t ko perorn an action

Indicates a required fiely

m e .
GUSD o Prawdo GUID ™ | TBI_INVPDO3EZHC

My Subjects
At Subject Date and Tame™ | 201580126 15.50 ;
seheduts viei VISRTH | Baselne Visil

Manage Subjects Help Caacal

olistslela Sehudulied Visits

Manage Protocol 11 Dt 4 Swarch
TEI_INVPDO38IHG 1 HIT 8 Mod agaen 2017-04-08 1329

Site Administration
TEI_INVPDO3EZHT 1 Foliow up 36 menths 201704040513
TBI_INVFDOIEZHC 1 Baseline Visil 2017-01-26 16.08 adqplqRoSciqatv

1 Hasedns Visi 0170126 1550 chrmabadmIgSan
TEI_INVPDOZGZIHC 1 Baselne Visit 2016-10-30 00.00 whejzdnacHvisal
TEILINVEDOIEZHG 1 Basenne Visit 20181002 00.00 anToarrlehzanc
TBLINVPDOBZHE 1 Haselns Visit 20160428 13:20 aylTugszumanzmid
TBI_INVPDO36ZHC 1 Basalne Visit
TBI_INVPDOIEZHC 1 2013-07-12 0830

Showing 1ta 8 of 8 entes (0 Rows Selocted) Expant options: C5V | Excel
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9. The newly scheduled visit will be displayed on the

Scheduled Visits list as shown below:

ProFoRMS

ProFoRMS Home

My Subjects

A Subject
[
Mansge Subjecte el

Collact Data
Manage Protocel
Rugorty

Site Administration

Schedule Visit

Deshboard

THSTUDY w

[ The schadkiled viait has busn updated successhily.

GUID of Peeudo GUID ™

Date and Time™

Visit Type | ___

Ada Cancal

Scheduled Visita

THI_INVPDOISZ

D0 INdiCAes A requined fedd

e Schiduled sits, 304 new sIts of Se10ct 3 visitts perorm an acson

2018-01-26 1

Search

TO_INVEUOT4RGS
THI_INVPDOISTHE
THI_INVWPDDISTHG
TRIDEMGOETSIA
TRI_INVPDOISTHE
TBI_INVPDOISZHE
TEI_INVPDOISTHE
TBI_INVPDIISIHC
TRIDEMODE TS VA
TOBI_INVGHABETLT
TRHIDEMODETIS VA
TOI_INVGHABETLT
TNV OIS EC

TRI_INVPOOISTHG

subjecslD Follow ug 38 months
1 HIT & Mo again

1 Fallow up 36 months
3 Baseling Visit

1 Basaling Visi

) Baseling Vist

1 Basoling Visit

1 Baseling Vis

B Fallow up 26 months
T Baseling Visi

B Baseline Visi

T Daseline Viad

1 Baseling Visi

1

Showing 110 15 of 15 entries (0 Rows Selected) Export opticns: C3V | Excel

2017-00-09 00.00
2017-04-05 13:39
2017-04-04 0513
2017-02-22 1512
F017-01-26 1606
2016-10-30 00.00
20161003 00:00
20160428 1320
20150428 1258
2016-04-28 1257
20140810 1348
2014-01-23 09.00
20130729 1445

2013-07-19 09:30

bahmguidacialgl
30agBaZescSgan
whejzandcamssar
4n7oammnjiZahc
A TadLzumagzmid

Ebiragwiduuxpl
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3.6.7 Deleting Scheduled Visits
To Delete Scheduled Visits: Perform the following actions:
1. Click the ProFoRMS tab at the top of the screen

% Home Workspace

Data Dictionary Data Repository Guery

Mata Study Account Management Need Help

ProFoRMS

= Welcome To ProFoRMS
FroFoRMS Home ProFoRMS is a Web-based database ap

With ProFoRMS, you can: Manage Proto

Dashboard Mo Protocol Selectad (All Protocols)

ation desagned to help manage data collection
Manage Subjects, Colect Data, and view Report and Query
To start, please select from the buttons below 10 either create & new Protocol or select from existing protocols

Select a Protocol

Select a prot

i to perform an action or create a new protocol

View Au Delete

Search:
m_

ORT CONCLSSION

Reports Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment- - Test Stabdity and
ASSESSMENT

EMect of Concussion

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acuds for post-traumabc headache (Nutrban for PTH)

Showing 1 ta 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

7 Home Workspace GuiD

Data Dictionary ~ Data Repository  Guery Meta Study  Account Management Haed Help

PI‘OFORMS Cashboard Ne Protocol Selected (All Pretocols) v
Welcome To ProFoRMS

ProFoRMS = a Web-bar s apph
‘With ProFoRMS. you can: Manage Protocol

PORT

NCUSSION ASSESSMENT,
3N desagned b help manage: data collection

FITBR-STUDY 000353
Manage Subjects, Caliect Data, and view Repant and Cuery.
To stat, please Select from the DUReNs below 1o oither create a new Protocol or Sekct from existing protocols

Select a Protocol

Sedect a protocol to perfarm an action or create a new protoeod

View Audit Del

Search
Humber | Ha

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoled Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn

FITBIR - STUDYD0O0358 Targeded Altesabon in ormega 3 and omega

ackls for post baumate heasdache (Nutilon for PTH)
Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click the Manage Subjects on the left-side tool bar.

# Home

ProFoRMS

Woaolcome To ProFoRMS
ProfoRMS

Salect a Protocal

Collect Data

Manage Protocol

Reports

4000
Site Administration NCTO1588601
HYOUISTUDY_007
1234656
1234567
0001
TBISTUDY

oo
ARCTRA
FITBIRO01

CENC1234

bbased database apple ation desgned (o heip

336 $aiect from the Sutions below 10 &

eripem an action or create a new protocol

Create Protocol

TBI SPECIAL DEMO STUDY

SNowng 110 13 0f 67 enties (0 Rows Seectd)

Dashboard  TRISTUDY

Mana ety T Report and Suery.

e @ MW Profocol OF SEECt HOm exstng prolocols

Search

UMD Demo Sty

UMM Subarathnod Hemorhage

Traumatic Brain injury Periphesal Herve Study
o

Stem Cefis for TBY

Test Stugy

Teat

THIS Iy

graphics
ProFarma Deme

FITEIR Genenc PROD Study
Hate's Test

Stauy dema

Smiles Tesl Proformms

2 3 4 6 Mext Last

4. My Subjects page a
any field using the

ears with in a list that can be sorted by clicking on the arrows on

symbol.

ProFoRMS
My Subjects

ProFoRMS Home View

[+] Advanced Search

Manage Subj
My Subjects
e w | Attachments
Schadute Vst
Manage Subjects Help
TBL_INVPDOSEZHC
Collect Data TBI_INVGH4BETLT

TBIDEMODBT250vA

Manage Protecel

TEIDEMO_INVOZASERTR

Riports TEIDEMO_INVZES4OTZE
TRIDEMOPNTS1GI5
TH_INVKUOT 4BGE

TBIDEMO_INVIHES1YIOW

Site Administration

Al Completed eForms

Need Help

TBISTUDY

sject list. search for a subject. o select subjects to perform an action

View Audit Delete

Searnch

__ il __

Arhve TBISTUDY
7T Actve TBISTUDY
B Active TBISTUDY
Demooat Artve TBISTUDY
e Active TBISTUDY
racheinarn Artre TRISTUDY
subjectiD Actve TBISTUDY
Teston? Active TBISTUDY

Showing 1 10 B of B entries (0 Rows Selecled) Export oplions: G5V | Excel
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5. Click the Schedule Visit tab on the left-side tool bat.

ProFoRMS Dashboard | TEISTUDY v
Schedule Visit

ProFoRMS Home View scheduled

b5, 200 néw WSS OF SE10cE 3 a0 pearm an ackon

* This symbal inchcales 2 requs
Manage Subjects

GUND o1 PeeudoGUID © | —— .
My Subjects

rd fiald

A Subject Date and Time™ | Format 1 A 00 T T

Visit Type | =

Mansge Sabjects Help

Aad cancel

Collect Dnta Scheduled Visits

Manage Protocel

b o — A [ . 4

Search

THI_INVKUO74BGE subjecul Follow up 36 manmng 2017-08-08 00:00
Site Administration

TRI_INWPDOIETHC 1 HIT & Mod again F017-04-05 13790

TBI_INVPDO3EZHC 1 Follew up 36 manis 2017-04-04 0513

TRIOEMOORT 250 8 Baseling Vi 2047-08-25 1512 bammguédacigigl
TE_INVPDOIEZHC 1 Dassling Visit 2017-01-26 16:08 adqpbaZoscsaat
TRI_INVPDOIEIHG 1 Basaling Visi 2047-01-26 1550 ckmd B4 4k 3g5an
TEI_INVPDOIEZHC 1 Daseling Visit 2016-10-30 00:00 e zandcAnvSs al
TRI_INVPDOIEIHC 1 Baseling ¥ 2046:40-0% 0000 AnToqmafdahe
TBI_INVPDOIEZHT 1 Daseling Vs 2016-04-20 1320 ATxedzumangzmia
TRIOEMOORT2ENA ] Fallow up FO16-04-28 1258 Gofirdgaiiupl
THI_INVGH4BETLT 7 Daseling Visit 2016-04-20 1257

TRIOEUCORT25.MA 8 Baselina Visi FO14-0610 1345

TBI_INVGH4ETLT 7 Bassling Visit 2014-01-23 09:00

TRI_INVPDOEZHE 1 Basaling \ 20130720 1445

TBI_INVPDO3EZHC 1 201307120830

Showing 116 15 of 15 entries [0 Rews Selecnd) Expon opians: GAV | Excel

6. The Schedule Visit page appears from where you can Delete a scheduled visit. Select the
Check-box next to a visit you would like to delete.

ProFoRMS Dashboard  TRISTUDY v

Schadule Visit
WView scheduled Viss, a0d new wails or seledt awsn 1o pedorm an action

* This
Manage Subjects

ProFoHRMS Home

J fevcesafies o ragia

GUID or Pseuso-GUID ™| [=
My Subjects
P s Date and Time™ | Fo M T
[wj VisitType | .
Manage Subjects Hel PP | s
ShL i ridulixd Wisits
Manage Protocol Eal: Disas
TELINVPDOIATHE 1 Baseline Visil 2018-01-28 1550 cmdB4ikmIgsdn
Site Administration
TEI INVKLIOT4BCS subjeciD Follow up 38 monlhs 2017-08-00 00.00
TEL_INVPOOI6ZHEC 1 HIT G Mod again 2017-04-05 1329
TEIINVPDO3ATHE 1 Filive up 38 monlhs 2017-04.04 05 12
TEIDEMCDET250VA & Baseing Vish 2017-02-22 15:12 pammyut4aaigigl
TEIINVPOUIGZHE 1 Basene Visn 2017-01-26 1606 adggliqzosctaat
TEL_INVPDO3EZHE 1 Basedne Visit 2016-10-30 00700 xhejzngcdivssal
TBI_INVPODIEZHE 1 Baselne Visn 2016-10-03 0000 aniagmietzanc
TEIINVPDO3EZHE 1 Baseline Visil 2018.04.28 1330 AfTrddzumanzmid
ﬁ-{ v TEIDEMODETZ50v ] Foliow up 36 monifs 2016-04-28 1258 Gzsiragwituue!
TBIINVGH4ZETLT T Baseline Visil 2016-04-28 1257
TBIDEMODET250VA (1 Diseline Visil 2014-08-10 1345
TBLINVGHABETLY 7 Basedne Vist 2014-01-23 09.00
TEI_INVPD3AZHE 1 2013.07-20 1445
TBLINVPOU36ZHE 1 2013-07-18 08I0

Shawing 110 15 af 15 entries (1 Row Selocted) Export apsons
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7. Click the Delete button.

 liome Workspace GUID Data Dictionsry Dain Repository Cuery Meta Study ceount Managemen Heed Help

ProFoRMS Dashboard  TRISTUDY v

Schadule Visit

ProfoRME Home ‘igw scheduled vians, a0d new visils or Select a W2 1o parform an action

Manage Subjects

My Subjects

GUID or Pseuso-GUID ™|

Y A T HH A
Add Subsect Date and Time ™ F 3 A-00 AN £
Lehedule Visin Visit Type e |
e Sujecis baw Agd | Camcel
Collect Data

Schedulied Visits

Maniage: Protool can h Search
GUID ; | subjectio 5 |wisit 1 5 | Date and 5 | seif Reporting Token
1

TBI_INVPDOIATHC Baselne Visil 2018-01-28 1550 chmdSdidkh3ghidn

Site Administration

TEI_INVKLIOT4BCE subjectiD Follow up 38 months 2017-08-00 00.00

TEL_INVPDOZEHT 1 HIT & Mod again 2017-04-06 1329

TE_INVPDOIETHE 1 Fallow up 38 monlhs 2017040405 13

TBIDEMOCET250VA L] Baselne Visit 2017-02-22 1612 pammgui4aoiaiglh
TELINVPDUIEHC 1 Basedne Visn 2077-01-26 1606 adggligZobelaativi
TELINVPDO3SZHC 1 Baseline Visit 2016-10-30 00000 xkezdnocswSsal
TELIMYPOO3EIHE 1 Baselne Visn 2016-10-03 D000 4niogmieftianc
TEI_INVPDOISZHC 1 Baseline Visil 2016.04.28 1220 AiTaddzumagermid

o TEIDEMODETZ5 VA ] Foliow up 36 months 2016-04-28 1258 Gazbirggwiluurpl

THI_INVGH42ATLT T Baselne Visil 2016-04-28 1257

TEIDEMODDT250vA ] Baseline Visil 2014-08-10 12.45

TBLINYGHABETLY i Baselne Visit 2014-01-23 0800

TEINVPDOIATHE 1 Baseline Visil 20130720 1445

TBLINYPDUIGIHT 1 2013-07-19 0830

Shawing 190 15 af 15 entries (1 Row Sedncted) Export opsans: GEV | Excel

8. A Pop-up button appears: “Are you sure you want to delete the scheduled visit(s)
from the system? Click the Yes button. Click the Yes button to confirm you would want
to delete the scheduled visit(s) from the system. Click the No button to cancel the update
process.

Are you sure you want to delete the
scheduled visit(s) from the
system?

|_ Yes | No
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9. The deleted visit will be displayed on the Scheduled Visits list as shown below:

ProFoRMS Dasnboard | TEISTUDY -
i e Schedule Visit
The patient visitis) b on deleted succossluly,
Vigw SEheduIed wsils, add new 315 or 5elect 3 Wit to perioam an achon
symbol ndicates a required fieid
My Subjocts
Addd Sabject
Zehedule Visit ' Date and Tima™ |Format

Mansgs Sabjocts Help Wit Type IT!

Collect Data add cancel

Manage Protocol Sehadulnd Visis

Rapons Suaren
TELINPDOIEZHE 1 Basoline Visit 2018-01-28 15:50 ckm4f4j4kindaidn
TI_INVRUOTABGE Foltow up 36 ¢ 2017-08-09 00:00
TOI_INVPOO6ZHT 1 HIT & Mod agan 2017-04-08 123:20
THI_INVFDO3BIHT 1 Follow up 36 menths F017-04-04 0513
THIDEMODBT 255 n hasaling Visit 2017-02-22 15:12 Bammgusdssigial
TE_INPDOIEZHE 1 Basaline Visit 20170126 16:00 adapfaZotciqatv
THI_INVPDO36ZHE 1 Basgline Visit 2018-10-30 D000 g jzandcatvEsal
TOI_INVPOOIEZHG 1 Daseiine Visi 2078-10-02 0000 anTramdemEanc
TOLINVPOOIEZHT 1 Baseline Vit 2018-04-28 1320 Ayl Txsammagemia
THIDEMODRTZE A " Foltaw up 36 menthy 20180428 1250 ExzfirdguAluupl
TOI_INVGHARETLY T Dassline Visit 2018-04-20 12857
THIDEMODET 25 Ak 8 Basgline Visit 2014-06-10 1345
TELINVGH4ETLY 7 Basoiine Visi 2014-01-23 00D
TOI_INVPDOIBZHG 1 Basoline Visit 20130729 1445

Showing 110 14 of 14 antrlas (0 Rews Setected) Expon oplions:
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3.6.8 Viewing Scheduled Visits

From the Schedule Visit page, you can view all your scheduled visits. Sort scheduled visits by
GUID, Subject ID, Visit Type, Date, and Time.

To View All Visits Scheduled on a day: Perform the following actions:
1. Navigate to the ProFoRMS module

% Home Workspace RMS. GUID

Data Dictionary Data Repository CQuery Mata Study Account Management Hesd Help
Dashboard Mo Protocol Selectad (All Protocols) v
ProFoRMS
Welcome To ProFoRMS
FroFoR| e ProFoRMS is a Web-based database applcation designed to help manage data collection
With ProFoRMS, you can: Manage Prolocels, Manage Subjects, Colect Data, and view Report and Query
Select A Protocol To start, please select from the buttons below 10 either create a new protocol or select from existing protocols.
Select a Protocal
Selecta ocel to perform an action or create a new protocol
it | Delet Search
Study -
Type
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and
ASSESSMENT Effect of Concussion

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acuds for post-traumabc headache (Nutrban for PTH)

Showing 1 ta 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand corner.

Workspace FoRMs T

Data Dictionary Data Repository  Query Mota Study Account Management Heed Help

ProFoRM3

Dashboard He Protocol Selected (All Protocols) v

Welcome To ProFoRMS {SPORT CONCUSSION ASSESSMENT
ProFoRMS i a Wb bumed database appscaton desagred 1o help manage data colectan

‘With ProFoRMS. you can: Mana

| FITBIR-STUDY0000355
Protocols, Manage Subyects, Collect Data. and view Report and Query
To stan, phease select from the butions beiow to ether create a new protocol or sekect from existing protocols.

Select a Protocol

Select a protocol to perform an achan or create a new protocol

Search
Protecol Number Study :
Type
SPORT CONCUSSION Evalmting a Noved Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Stabiity and Effect of
ASSESSMENT LONCUssRn

FITBIR-STUDYDOO03S8

Targeted Alleraian i omega-3 and ormega B lalty acids for post draurmatic headache (Mutigon lor PTH)

Showing 1 102 of 2 entries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click the Manage Subjects on the left-side tool bar.

 Home

ProFoRMS

ProFoRMS Home

Select A Protocol
Collect Data
Manage Protocol
Reports

Site Administration

welcome To ProFoRMS

F S Is @ Web-based database apphcal
1 Prof ORMS, you tan Manage Froloeoss. Manage S
To start please seteet from the baions belo 1o Smer ereate a pew r

Select a Protocol
Select a proiocol i perlorm an action or create a new protocol
& | Create Protocol

d Cuery,
0 protoccis

Cashboard  TEISTUDY

Search

4000
NCTO1588691

STUDY_007

TRISTUDY

TBI SPECIAL DEMO STUDY
000

ABC123

FITBIRO01

Snowing 110 15 of 61 entries (0 Rows Selecled)

UMD Dempo Study
UMM Subarachnoid Hemarhage

Traumatic Brain injury Peripheral Nerve Study

Test Study

Test

TEStudy

T Special Demo Study
Demographics Form Test
ProForms Demo

FITBIR Genenc PROD Study
Kate's Test

Stauy demo

Smiles Tes! Profoms

2 3 48 Mext Last

4. My Subjects page a
any field using the

symbol.

ears with in a list that can be sorted by clicking on the arrows on

Need Help

ProFoRMS

ProFoRMS Home

Schadule Visit

Manage subjects Help

Collect Data

Manage Protecel

Reperts

Site Administration

My Subjects

iew sisbject list, search for a subject. or select subjects to perform an action
[+] Advanced Search

My Subjects.

Sesect 3 subject to perfoam an action

All Compieted eForms | View Audit

Edit | View | Attachments

Schedule Delete

Dashboard

TBISTUDY

Searnch

__ il __

TBI_INVPDOZEZHC
TBI_INVGH4BETLT
TBIDEMODBT250vA
TEIDEMO_INVOZASERTR
TEIDEMO_INVZES4OTZE
TRIDEMOPNTS1GI5
TH_INVKUOT 4BGE
TBIDEMO_INVIHES1YIOW

Showing 1 10 B of B entries (0 Rows Selecled) Export oplions: G5V | Excel

ACthve
7 Active
8 Actve
Demodat Achve
e Active
racheinorn Artve
subjectin Active
Teson? Artve

TBISTUDY
TBISTUDY
TBISTUDY
TBISTUDY
TBISTUDY
TBISTUDY
TBISTUDY
TBISTUDY
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5. Click the Schedule Visit tab on the left-side tool bat.

ProFoRMS

ProFoRMS Home

My Subjects |
Ass Sutjuct

Mansge Sulpects Melp
Collect Data

Manage Protacol
Repons

Sita Administration

Dashboard  TBISTUDY v
My Subjects
iew subject Iist, search for a subsect, or select subects to perform an action
[+] Advanced Search
My Subjests
Select a subiect 1o ¢ an actan
attachments. | All Completed eForms | View Audit | Schedule \ Delate Search

TBI_INVPDO3EZHC Active TRISTUDY
TBI_INVGHABETLT T Active TBISTUDY
TBIDEMODBTZ50uA ] Actve TS TUDY
TRIDEMO_INVDZ446RTP Demad0 ! Active TRISTUDY
TRIDEMO_INVZES4STZE e Active TEISTUDY
TRIDEMOPNTS1GIS rachel Active BISTUDY
TBL_INVKUOTABGE ubgectiD Active TEISTUDY
THIDEMO,_INVIHOS TYIN Testong Attve TEETULY

Showing 1108 of 8 entries (0 Rows Selected) Expon oplions: CSV | Excel

6. Click on the GUID ID beside the Day you wish to view appointments in the Calendar.

ProFoRMS

ProFoRMS Home

My Subjects

ASd Subject

Manage Subyects Help
Collect Data
Manage Protocol
Reports

Site Adminlstration

View sched

Dashboard  TBISTUDY

Schedule Visit

5, 304 new visits of select a vist o periom an acticn

&

indieal

e

3y

GUID or Preuds-GUID ©

Date and Tima™ Farmat VY LAk =
visit Type =]
Add  cancel
Scheduled Visits
Edit | Delete Search

TBI_HVPDOEFHE

Baseiing Vst 2018-01-26 18,50 chmaSapkingSen

TEI_NVKUOTAB06 subjectin Follow up 5 maontfis 2017-08-09 00.00
TEI_HVFDOI5ZHE 1 HIT & Mod again 20170405 13:20
1 FOlOW Up 36 monens 17-04-04 0513
e BIDEMODBT: B Baseline Vst bedMmguidacegil
Bi_INVPOO3SZHG 1 EBaseline Visit 201740126 16:06 0gEqROSCSGAEV!
TEI_HVPDOISZHE 1 Bazeline Visit 2015-10-30 00.00 kejedrdc hvSzat
TEI_HVFDOISZHE 1 Bassiine Visit 20161003 00:00 AnToomegvzanc
TBI_HVPDOISZHE 1 Baseline Visit 20160428 13.20 dyfTuddrumagzmid
TEIDEMODBT 500 ] Follow Up 35 months 20150428 1258 EuBiragwituLpl
THI_NVGHASETLY T Baseline Vit 2016-04-28 1257
THIDEMODBT2EVA &8 i Vsl 2014-06-10
THI_NVGHASETLY T Baseline Vit 20140123 0900
TBI_INVPDO3EZHC 1 Baseline Vit 0720 14045

Showing 1 1o 14 of 14 eniries (1 Row Selecled) Export oplions: CSV | Extel
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7. The View Subject page appears with Subject Information, Protocol Information,
Scheduled Visits information, attached documents, and Completed eForms.

7t Home W c ProFoRMS GUID Data Dictionary Data Repository Query Meta Study Account Management Need Help

ProFoRMS Dashboard  TBISTUDY v

View Subject:
View subject information of select 3 section to edi

+] Subject Information
Manage Subjects [2) B
[ Protocal

= ] Associate Subject to

ProFoRMS Home

Consent to Future

A0 Subject Current Protocol Protocols
Schedube Visit Subject Number Protocol Subject ID &
Manage Sebjects |
= Enroliment Date Subject Site NA
Collect Data Completion Date Status in Current Protocel (0 Aclive  Inaslive
Manage Protecel
Edit
Raparts
Site Administration [] Scheduled Visits
Search
2014-06-10 1345 Baseling Vst
2015-04-28 12:56 Follow up 35 months
2017-02-22 1512 Baseling Vist
Showing 1 1o 3 of 3 entries.
Edit

[+] Attachmants

[+] Completed eForms
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3.7 COLLECT DATA

This feature allows researchers to collect data for subjects and/or specific electronic forms to add
new data or modify previously collected data entries, to view and resolve data discrepancies if
double entry is specified, perform quality assurance of collected data and monitor subject safety.
The module has a functionality that assures that changes are tracked in the system and can be
viewed in Audit Logs.

Clinical data may be captured electronically at its source, or in paper form and later
transcribed into the system. There are two options for collecting data in ProFORMS:

1. Real-time data entry method; and
2. Pen and paper method, which is then transcribed into ProFoRMS at a later date.

3.7.1 Data Collection (by Subject)
To start Data Collection: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace GUID Data Dictionary Data Repository Guery Mata Study Account Management Need Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS

ProFoRMS is 8 Web-based database appheation dessgned to help manage data collection

With ProFoRMS, you can Manage Profoc anage Subjects. Collect Data, and view Repont and Query.
To star, please select from the buttons Bbelow 10 either create & new prolocal or select from existing ¢ ok

ProFoRMS Home

Select a Protocol

perfortn an action or create a new protacol

Search

Study v
Type
Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment- - Test Stabdity and

EMact of Concussion
FITBIR-STUDY0000359 Targeted Atera

Reports

1in omega-3 and omega-8 latty ackds for post-traumatic headache (Mutrits

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace ProF ™ cup Data Dictionary ~ DataRepository  Query  Meta Study  Account Management Haed Help

ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v

Welcome To ProFoRMS PORT CONCUSSION ASSESSMENT

FITBR-STUDYD00359

M3 Home ProFoRIS is o Wit bared datatirse appliation des
With ProFoRMS. you can: Manage Protoct B hircts, C -
| select 4 Protocal To S1, ket SU96cH 0 The ELREAE DUdo 10 SV CHESH & P BrOROCOL O SaHctfrom st ing protocois

Select a Protocol

Eriect a
Search
_ I Numbser Protocsi Hame Study
Type

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Poiential Anabysts in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusson
FITBIR - STUDYD0O0358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

ocol to perform an action or create a new protncol

Reports

Shawing 1 10 2 of 2 entries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click the Collect Data on the left-side tool bar.

1 Home Workspace GuID Data Dictionary
ProFoRMS
_ Welcome To ProFoRMS

ProFoRMS Home

Salect A Presacel Ty start. phsase seect fram 1 BUsicns Beo 10 &

Manage Subjects

Collect Data

Manage Protoce!

Select a Protocol

Greate Protocol

PROTOCOL AUG 23

Reports
TRISTUDY
Site Adminkstration TESTING 2017
LEA)
NYMU_TEST

PRECUMNICAL 104
FITBIR-STUDYD000291

10
PILOTSTUDYFITBIR-STUDY0000350
2000

4000

NCTO188E801

DRYOGISTUDY_007

1234856

1224867

Showing 1 1o 15 of 62 enlries (0 Rows Selecled)

n Protocol Numbar -

Data Repository Query

Meta Study

Account Management

Cashboard  TBASTUDY

ProFoRMS is 8 Web-basad database applkcation designad to help manage data cobection.
S, you can: Manage Profocots, Manage Subjects. Cotiect Data. and view R
AT Creal 2 nw proto

Report and Guery
of select from exsting prolocols

Select a protocol bo periorm an action of create a new protocol

Search

Protacol Aug 23

THISlty

Dema 20170222

st

NYMU_TEST

Pre-Clrical Traumate Brain Injury Common Drata Ekements; Toward @ Commen Language Across Laboratories
Khariaty Test

Pain in Using FRGir 0J

Pt Study; Targelad AReralion in omega-3 ana omega-6 faity acids for post-traumatic headache (Nulrftion for PTH)
UMD Demo Study

UMM Subaracnnoid Hemorrhage

Traumanc Brain npry Per Perve Sludy

DrYogiStudy_007
Stem Ceds for TB!

Test Study

Protocol Nama 2 | stuay Trpe

2 3 4 5 Mext Last

Haturdd Hatary

Heed Help

Naturad History

Hatural ¥

ory
Hatural History

Natural Hatory

Natural History
Natural History
Naturad Hatory

Naturas Hestory

4. Click the Collect Data on the left-side tool bar. Select by subject, by subject form or by
non-subject eForm from the drop-down, and select the desired option: View — (By
Subject or By eForm (Subject). The Data Collection eForms page opens with the list of
Upcoming Collections when View by Subject is selected. Depending on the view you
selected, the table will display either the list of subjects, or the list of forms.

— ororns BT

4 Home Data Dictionary Data Repository Query Meta Study  Account Management Need Help
Dashboard TBISTUDY v
ProFoRMS
Please select by subject, by subject form or by non-subject eForm from the drop-down, and then perform an action
ProFoRMS Home
View| By Subject -
Manage Subjects BBy Sub
[] Agy eForm (Subject
Collect Data Upcoming Collections
View list of data, search for a data, or select data to view or perform an action
|[Datacollection| |
Start Data Collection | Data Entry Summary Search:
My Collections
F Subject GUID Visit Type Visit Date Subject ID
Collect Data Help
TBIINVTAZ26TZD 2013-11-1913:48 1
Manage Protocol TBIINVTAZ26TZD Baseline 2017-12-08 15:46 1
Showing 1 to 2 of 2 entries (0 Rows Selected) First Previous L:
Reports

Site Administration




5. To start data collection, Select the Check-box beside the Subject GUID, and Press the
Start Data Collection button. Note: We recommend you exclusively use ProFoRMS
navigation buttons and links within the Collect Data module. Leaving the form by any other

method (Back/Forward buttons, backspace key, etc.) may result in data loss and
unexpected errors.

GUID  Data Dictionary Data Repository  Guery Meta Study  Account Management Heod Help
ProFoRMS Dashboard  TEISTUDY v
Piease select by subject, by sublect form or by non-subject eForm from the drop-down, and then perlonm an action
ProFoRMS Home
View | By Subject =
Man; Subjects
i [] Advanced Search
Collect Data Wisit Date Protocol Subject ID
Data Callection Search Resat
Collecuons
- Upcoming Collections
Coliect Data Help. =
View st of data. search for i dath, or sebect dats o view or perform an action
s S o
Subject GLID ¢ Visit Type < Visit Date ¢ Subject
Subject GUID T D: bject ID
R s
pa s TEI_MVTAZZETID 20131119 13.48 1
TNV TAZZ6TZD Baseine 2017-12.08 1546 1
Site Administration AT o el s
Showing 1 to 2 of 2 entries {1 Row Selected)

6. Enter the required information (Subject ID, Visit Type, eForm Name, Visit Date/Time)
and Click the Start Data Collection button. NOTE: Visit Type and Visit Data/Time is
auto-populated, but can be edited.

ft Home  Workspace GUID  DataDictionary  Data Repasitory

Query

Meta Study  Account Management

ProFoRMS
Start Collection

Dashboard TBISTUDY -

| W pocommand yo axclusbrsty usa ProF 6RMS navigation bemions and links witkin the Callect Data module, Laaving th foim by any oshes

oy, it} enay rosusht in data boss and snaspected siroe.

[-] Data Collection

Pleasn aeter indarmatin 1o s1a dats sobaction

* Thus symbol mchcates o regured el

SubjectiD

vy

Visit Type”  Basslns Visa

aForm Name® | Multi Select Tamt 2

# Start Data Collection || Cancel

Visit Date/Tie”™  2016.04-28 13:20
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7. Enter the subject information, and Protocol information and other fields to add a subject.
Mandatory fields are marked with asterisk *. Click the Save button. Note: Visit Type and
Visit Date/Time is auto-populated, but it can be edited. Click the Save button. Once an
eform has been saved, you will be directed to My Collections page which provides a table
of the eforms and their statuses.

NOTE: There are certain fields that are auto-populated on the form beyond Visit Type
and Visit Date/Time. This can be configured when creating/editing a visit type under the
Protocol Information. Mandatory fields do not have to be completed to save a collection.
The save button will save the uset's progress automatically regardless of its current
completion status.

GUID Data [

ProFoRMS Dashboard  TBISTUDY -
Start Collection
[ Data Collection
Paakn metee i formaton 1 Sar dala cobecion
™ This symee incicares a required field

Subpectiy |7

Visit Type Baseline Visit

Yy

sFormlame  [Glazgow Coma Scale

Vindt OstwTiene | 2016-04-78 12 57

() Locked @) n Progress () Compieted () Not Started”

Remer R maide crcie means reguned fam for thal va bype

«cForms For This Visk Type lasgow Coma Scale

O Muni Select Tost 2 [clasgow coma Scale or Pediatric Glasgow Coma Scale

@ camasese Glasgow Coma Scale or Pediakic Glasgow Coma Scale
Oune24thz016 [Bale used T

Seals (GCS)

Coma Scale (PGCS)
O Buildiiag

[Best eye response * (choose one)

1
O form SCS codes: 1= Mo ays opaning: 2= Eys apaning ta pan: 3= Eya opaning to vermal command: 2
M= Eyes open spontaneously PGCS codes. 1= No eye opening, 2= Eye opening to pain, 3= Eye 3
lipening to speach; 4= Eyas open spontansaushy a

[Mctar respanss - (chacse ane)

1
[555 codes: 1= Mo motor respanse; 2= Abnormal extension: 3= Abnormal flexion: 4= Flewion @ 2
Ithdeanwal. 5= Localizes pain; 5= Obays command PGES codes: 1= No metar responsa; 2= a
[Extension to pain, 3= Flexion to pain, 4 ‘Withdrawal from pain, 5= Localizing pain, 6= Obeys 4
lcommanias

&

8
[Varbal reaponss * (choass one) 1
I5CS codes: 1= Mo verbal response; 2= sound; 3= words; 4= 3
[Confused, 5= Oriented, PGCS codes. 19 No vocal response, 2= Inconsolable, tuilﬂ“] 3= @ 4
fncansistarily consolable, moaning. 4= Cries. but is consolable, inappropiate intiractions; 5= 4
|Smeaz, criented ta sounds, follows objects, interacts

5

[Total acore” I

315 caleulated fisld)

[GCS confoundars type (choose sl that apply) GCS Accuts

@ Acoholidrsgs of abuse
Cospane injury
Hypoxiahypotension
Hypotharmia
Sodation
Paratytic

Unknawn

|-ef pupd measurament 3

mm {1-9)

Left pupd measurement Untestably
@) Unknawn
Fight pups measurement 4

..... (1,
fFight pu:ll maasurement @ Untestable
Unknawn
w8 pupd shape FRound
@ Oval

Unkrowm

Fight pups shape Round

@ Oval
Unkrnowm

ot pupd reactivity Grigk
@ Sluggish

Nanreactive

Untestable

Unknawn

Fight pupd reactivity Brisk

@ Shuggish
HNonreactive
Untestable
Unknown

Use the "Prisvaous
eFarm” to move to
thie preacnes foern

Dum &3 Completed and Ennble Locking for Submesson '[ «<Previous

eForm I Hext eforma» | q Save &Exit | | Saved Lock | | Cancel




8. A visit will be considered “Complete” when all required forms for a particular visit type are
labeled “In Progress”. The collection data is saved in My Collections page with a
confirmation of the changes as shown below:

% Home Workspace m GUID Duata Dictionary Data Repository Query Meta Study Account Management Nead Help
Dashboard TBISTUDY v
ProFoRMS
My Collections
ProFoRMS Home
| The administered form Glasgow Coma Scale has been saved successfully
Manage Subjects Search by Subyect form or by non-subject form to begn colectng data
[+] Advanced Search
Collect Data
Oata Coliection
Data Collecton Select 3 WEW oF periorm an achan

My Collections View Entry | Edit | View Audit | Reassign | Delete Entry | Export Search
Collect Data Help * |Lock Date -
Manage Protocol TRDEMODBTIS A 20160478 1758 Follow up 36 months Glasgow Coma Scake In Progress Test, Testing
TRIDEMC JeA 2016-04-28 12 59 Baseine Vst Glasgow Coma Scale Completed Subyect

Reports TBDEMODBT25MA 20140611 1405 Baseine Vist Mult Select Test 2 Locked Jane, Dioe 2014-06-11 1405

Showing 110 3 of 3 enines (0 Rows Selected
Site Administration ’

ICON KEY

Things to Note:
[’ To reset the questions on the eform, double-click on the Radio buttons

EQ Notes

=7 To save the eform, use the Save button at the bottom of the eform

= Important

Information

[’ To cancel the data collection process, simply click on the Cancel button
=7 The system auto-saves the eform every 8 minutes
= All Required fields are marked by red asterisks

[’ Certain questions are greyed-out by Skip logic
= Auto-calculated fields that appear in several forms. Answers will appear if you click on them, but
it is NOT necessary to save the eform.

[’ Green sections are collapsible. User can expand/hide to read further instructions or view scoring
sections.

[’ To leave the form and complete it at a later date and time, use the "Save & Exit" button
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3.7.2 Locking the eForm

After entering data in the form and click the Save button, you will be taken to the My Collections
view. Forms will continue to show as “In Progress” until they are locked. Data should not be
locked untull reviewed and ready for final submission.

To lock your form: Perform the following actions:

1. When the data has been reviewed and is ready to be locked; select the GUID and form you
wish to lock from the “My Collections” page to the ProFoRMS module

f Home  Workspace GUID Data Dictionary Datz Repositary Query Meta Study t Management Need Holp
SPORT v
ProFoRMS
Search by Subyect form of by non-subeet form 1o begn collscting data
ProFoRMS Home
[+] Advanced Search
Manage Subjects Data Collection

Saert 3 foem Io wiew or parlorm an setion
Collect Data
o View Entry View Audit | Reassign | Delews Ertry | Export
e ] e ]

My cohewons TEAWETINGE 2013.07.02 00.00 Head brpact Concussn In Progress oM, Tsega
R TEAGTIZAZOL 2013-06-18 00.00 Tehour Cirvcal Reacton Time In Progress Admn, Portal
e TEIGTI23Z0L 2013.06-10 00.00 72nou Heaith Behavor Eventory In Progress Adimin, Portal
TBACEITCKD 20130808 00.00 ather Basekne Testing In Progress Wiliams, Richelle
Reports TBUN121GNG 2013.08.07 00.00 other Baselne Tesing In Progress Vikams, Richele
20130600 00,00 otner Baselne Testng i Progress Willams, Richelle
Site Administration TRIEASGZERS 2013.08-05 00.00 cttrer Baseine Testing In Progress Vittkarms, Richete
TRMD358.HA 2011.08-06 00.00 thier Basekne Testing In Progress Wiiiams, Richelio
TBITEZSIFXC 2013:07-31 0000 other Basclne Testing In Progress Willams, Richeile
TEINFT442T1 20130710 0000 other Baschne Testing In Progress Wilkams, Richelie
TENWSTIXGF 20130702 00:00 othar Baselne Testig i rogress Witiams, Fichede
TEEVABGHRY 20130716 00.00 ottt Baselne Testng i Progress Viikams, Fichede
TBIFPTOTGUP 2013-08-07 0000 other Baselrs Testing in Progress Willams, Richeile
TELHIIDCE F7-08 0000 ot Baselne Testig In Pregress Wiliams, Richelle
TEHGTI2IZ0L 2013-06-19 00:00 cther Baseine Testey In Progress Vitarms, Fichelie

Shovang 1 1o 15 of 30 entries {1 Row Selected) First  Previous 2 Next Last
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2. Once all of the required questions have been completed, click on the checkbox, “Mark as
Complete and Enable Lock”. If the e-signature is enabled in the protocol information
section, then a pop-up will display asking for the uset's electronic signature by inputting
their password.

A Home W

Heed Help

ProFoRMS Dashboard  TBISTUDY -
Start Collection

[ Data Callection

L

wiart dala cobeeson

™ This symee incicares a required field

Subpectiy |7

Visit Type Baseline Visit

Yy

sForm Hame  [Glasgow Coma Scale

Vindt DaterTine 30160428 1257

() Locked @) n Progress () Compieted () Not Started”

Lemer 1t s

it meana regured form for that vat type

«cForms For This Visk Type lasgow Coma Scale

LR T |elasgow Coma Scale or Pediatric Glasgow Coma Scale

@ Sasgow Coma Scole Glasgow Coma Scale or Pediatic Glasgow Coma Scals
O duns24th2016 [Beale used: @ Glasgow Coma Scale (GCS)
Pediatric Glasgow Coma Scale (PGCS)
O Cucladd [Bost ey reuponss * (choose tnel
OOV form

IGCS codes: 1= Mo ays apening: 2= Eys apening ta pain: 3= Eya opaning to wabal command; 2 £
[= Eyes open spentanesusly PGCS codes: 1= No eye opening, 2= Eye opening to pain; 3= Eye( ) 3

lipening to speach; 4= Eyas open spontansaushy a
PP ——— e ——— 1
[6C5 codes: 1= Mo metor response: 2= Abnormal extension: 3= Abnormal flexion: 4= Flexion @ 2
bethdeanal. 5= Lacalizes pain, = Obsys command PGES codes: 1= Mo metor response. 2= 1
[Extension to pain, 3= Flexion to pain, 4= Withdrawal from pain, 5= Localizing pain, 6= Obeys 4
lcommands

&

3
[Varbal reaponss * (choass one) 1
[5CS codes: 1= No vorbal respanse; 2= sound; 3= wards; 4= 3
[Confused, 5= Oriented, PGCS codes. 19 No vocal response, 2o Inconsolable, agitated. 3= @ 4
fncanaistantly consolable, moaning; 4= Cries, but is consolable, inappropriate interactions; 5= -

5, oriented to sounds, follows objects, interacts :

[Tatal ncore s
§3-15. calculated fisld)
lGCS confounders type (choose all that apply) GCS Acowate

@ Acoholidregs of abuse
Cospane injury

Hyposiahypotension
Hypotharmia
Sedation
Parahytic
Unknown
feft pupd measurement 3
mim (1-9)
Lot pupdl measurement Untestable
@ Unknoawn
Fight pupd measurement 4
i {1-8)
Right pups measuremant 2 Untestable
Unknawn
o pupl shaps Round
@ Owal
Unknown
fright pupd shape Round
@ Oval
Unknown
Abways or cannet do at all
Total Scores
Mobility.

Activities of dasly living (ADL):
Emational well being
Stigma:

Social support

Cognitive impairmant:
Commurnication

Bodity discomfort:

Mark A3 Completed and Enable Lock Save Save & Exit Lock Cancel

3-60 * BRICS USER MANUAL © 2018 National Institutes of Health/CIT — Proprietary and Confidential




BRICS

3. Once a form as been matrked as completed, three things will happen: (1) The "Save &
Lock" button will be enabled; (2) The system validation will run (3) An audit trial will start
if a user changes their response to an answer. If the form failed you will be notified with a
list of the errors and why, along with a link to the question that failed the validation. Once
all the errors have been resolved, the user will be able to "save & lock" the form.

GUID Data wnary [Jata ¢ Cuery Meta Study
ProFoRMS Dashboard  TBISTUDY -
Start Collection
[] Data Cellection
Plaans anter information to atar! data colection
¥ This symbe! indicates a required fekd
Subjectil 7
> Visit Type Bassaline Visa
>
eformMame  Glaggow Coma Scale
vianDateiTime  2016.04-28 1257
o Locked 0 n Progress O Completed O Wot Startes”
Letter R iaiste circie menns regquined feem for that vl type
eForms For This Visit Type [Glasgow Coma Scale
(@ Mot Sadect Tost 2 Islasgow Coma Scale or Pediatric Glasgow Goma Scale
O Glasgow Coma Scale [Gtasgow Coma Seae or Pediatrc Glasgow Coma Seale
(O June24h2016 [Scale used @ Glasgow Coma Scale (GGS)
Pediatric Glasgow Coma Scale (PGCS)
(O Builgggag -
[Eest eye response * (choose ane) 1
(OO form CS codos: 1= No ey opening. 2= Eye opering to pain. 3= Eye opening to verbal command. 2 2
K= Eyes open spontaneously PGCS codes: 1= No eye opening, 2= Eye opereng Lo pamn, 3= Eye| | 3
popering to speech, 4= Eyes open spontaneously 4
PMotor raspanss * (chaose one) 1
565 codes: 1= No motor response, 2= Abnormal extension. 3= Abnormal flexion, 4= Flemon @ 2
withdrawal. 5= Locakzes pam. 6= Obeys command PGCS codes: 1= No motor response; 2= 3
[Extension to pain; 3= Flexion to pain; 4= Withdrawal from pain; 5= Localizing pain; 6= Obeys 4
fcommands
5
[
[artar response " (chocse ona) 1
IGCS codes: 1= Mo verbal response: 2= sound: 3= words: 4= 3
Confused, 5= Oriented, PGCS codes. 1= No vocal response. 2= Inconsclable, agitated, 3= @ 4
i moaning, 4= Cries, but is consolable, nappropriate interactions, 5= 2
Simades, onented Lo sounds, follows obpects., mleracts 5
Total score™ 2
3-15; calcudated fiald)
GCS confoundars typs (choose all that apply) GCS Accurate
@ Alcoholidrugs of abuse
C-spma inpury
Hypexiahypotension
Hypothermua
Sedation
Parahytic
Unknown
Left pupl measurement 3
| {1-9)
o pupil measurement Untestable
@ Unknown
Faght pupil measuramant 1
| {1-9)
pupil measurement @ Untestable
Unknown
|Lef pupil shape Round
9 vl
Linknawn
Right pupil shape Round
@ ol
Unknown
£ =
Otetr condition, please specily
Famdy higtory? Was
* Mo
Uniknigeami
Rsatisnshap of famsly messber bz subgect? fcheck B That appty) [
P
[
Farseng
st sibig
Repear
# b ey Complened e Erabie Lick Save Save & Exf Lock Cancel




4. Once the form is locked, a “Collection Data Lock Confirmation” pop-up window will
appear to validate if all information is complete. Select the check-box and Click the Lock
& Exit button.

Collect Data Lock Confirmation

Study Name: Parkinson's Disease
Form Name: Family History
Subject GUID: PDXNT92ZLQ
Visit Date: 2014-09-18 21:02
Visit Type : Baseline

&ata Entered By : testadmin

[7] 1 hereby confirm that all data entry for this form is accurate and complete to the best of my knowledge.

View Completed Form Cancel ,
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3.7.3 Viewing Data Collection eForms

To view Data Collection eForms: Perform the following actions:
1. Navigate to the ProFoRMS module

Workspace Data Repository Guery Mata Study Account Management

ProFoRMS Dashboard No Protocol Selected (All Protocols)

Welcome To ProFoRMS

FroFoRMS Home ProFoRMS is 8 Web-based database ap «sagned to help manage data colection

With ProFoRMS, you can Man, Pre 1 Data, and view Report &
To stan, phes ol or select from exisy

: select from the but pelow 10 either create a new

Select a Protocol

Select a protocol an action or creale a rew protocol
View Search
Reports SPORT COMCUSSION Evaluating a Movel Method of EEG Evoked Response Potential Analysts in Spon Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion
FITBIR-STUDYO000359 Targeted Aleration in omega-3 and omega-8 fatty acids for post-raumatic headache (Mutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

Dashboard HNe Protocol Selected (All Frotocols)
ProFoRMS
PO =
Welcome To ProFoRMS ORT C N ASSE T
PRORM T ProFoRMS s a Web-tased ditahse FITBR-STUDYD000359
Nith ProFoRIMS. you can’ Manage P
| Select A Protocol To start, phease sebect from the DUons Delow 1o ofther Create a new profocol or sekct from existing protocols.
_ Salect 8 Frotocal
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Poiential Anabysts in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn
FITEIR STUDYD000358 Targetedd Allerabion in omega 3 a y il for st braumabe: headache (Hutsion for FTH)

Shawing 1 10 2 of 2 eniries (0 FRows Selected)

4 Home  Workspace Data Dictionary ~ DataRepository  Query  Meta Study  Account Management Haed Help

3. The ProFoRMS Dashboard opens. Click the Collect Data on the left-side tool bar.

Meta Stug:

ProFoRMS Dashboard  TBISTUDY

Welcome To ProFoRMS
PraFaRMS Home ProFoRMS is 3 Web-based database application designed to help manage data cosection

5, you can: Manage Protocots, Manage Subgects, Coliect Data. and view Report and Cuery
Salsct A Protocsl et freum 1 BUSions Below (0 CANer Cresl 3 new p

Mect Trom exsting prolocols

Manage Subjects Select a Protocol

fv::cc'. a peotocal to pertorm an acton or create a new protocol.
View Audit | Delet Create Protocol Search
Manage Protocel n Protocel Humber Protocel Hame

Ronoy PROTOCOL AUG 23 Protacol Aug 23 Naturat History
TRISTUDY Haturad

Shte Administration TESTING 2047 Dema 20170222 Haburad History
TSt 18l Naturad Hstory
NYMU_TEST NYMU_TEST Hatura Hstory
PRECLINICAL 104 Pre-Chnical Traumate Br Dt Elements: Taward a Commen Language Across Labarsio Matural Histary
FITBIR-STUDY0000291 Khariaty Test Naturat History
10 Pain in Using FRGir 0J Naturas History
PILOTSTUDYFITBIR-STUDYO00D59 Pt Study; Targelad AReralion in omega-3 ana omega-6 faity acids for post-traumatic headache (Nulrftion for PTH) Naturas History
2000 UMD Demo Study
400G UMMC Subracfingid Hemorrge

AHEEDT Faumanc Bsain inpry v Sludy
DRYOGISTUDY_007 DrYogiStudy_007
1234856 Stem Ceds for TB!
88T Tost Study

Showing 1 1o 15 of 62 enlries (0 Rows Selecled) 2 3 4 5 Next Last
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4. Click the Data Collect on the left-side tool bar. Select by subject, by subject form or by
non-subject eForm from the drop-down, and select the desired option: View — (By
Subject or By eForm (Subject). The Data Collection eForms page opens with the list of
Upcoming Collections when View by Subject is selected. Depending on the view you
selected, the table will display either the list of subjects, or the list of forms.

& Home Workspace 3 cue Data Dictionary Data Repository Cuery Meta Study Account Managemen Newd Help

ProFoRMS Dasnboara  TBISTUDY v
Data Collection eForms

ProFoRMS Home s sedect by subject, by subject fom or by non-subiject eForm from the drop-dosn, and then perfarm an achon

Manage Subjects [ By eF o (Subeet)|
.. . By Subject ‘ —
|[*] A )

Collect Data

Auaiiable Forms

— .

818, SEANCN T B QH1A, OF Sal r pertanm an acnon

Ny Colloctions star Data Coblecton | Data Search
Collect Data Holp - eForm Hame Status Form Last Updated
Manage Protocol o actve 2017-01-26 0000
- Active 20170 0.00
Reports A Active:
Busafean Azirne
Site Administration demotestl Active
Exam_EE Actve
Glasgow Coma Scale Acive
HITGMoD actve 20170405 0000
injury Aclive: 2013-07-15 00.00
June2dth2016 Active 2016-06-24 0O 00
MU Sessct Test 2 Actve 2014-10-06 00,00
Mum-Seiect Testing Active 2074-06-11 D000
HewhionSubject Active 13-03.25 00 00
OV form Agive 2016-10-30 00,00
Test Active 2013-05-16 00.00

Stowing 110 15 of 17 eniries (0 Rows Sekecled) 2 Hest Last

5. The Data Collection eForms page opens with the list of Available Forms when View by
eForm (Subject) is selected.

GuIo [Data Dictionary Data Repository Query Meta Study Account Management Need Help

ProFoRMS Dashboard  THISTUDY v

Data Collection eForms

ProFoRMS Home Please select by subject, by subject frm of by non-subject eFanm from e drop-down, and ihen perfom an action

Manage Subjects VIEW By eForm (Subject) | =

[*] Advanced Search

m Available Forms.

[ won.

] Wiew lis! of data, search for a dala data b

¢ perform an action

My Cobactions

Search

Collect Dot Heip [] eForm Name Status Form Last Updated

Manage Protocsl Kr Active 2017-01-25 0000
. Active 20170126 00.00

Reports L Active 2015-12-30 00:00
BuikaE40 Atve 2016-06-24 0000

Site Administration demotest] Active 20 27 00,00
Exam_EE Active 2017-01-26 0000
Glasgow Coma Scale Acive 2014-10-21 0000
HaTEMod Active 2017-04-06 00,00
Inpiry Active

JmeRAMZ01E Active FO16-06-24 00.00

Mull Sefect Test 2 Active 2014.10.06 D000
Muiti-Seiact Testing Active 20140611 00.00
HewhdonSubyect Active 2013.03.25 00.00
OV form Active 2016-10-30 00 00
Test Active 2013-05-16 00 00

Showing 1 1018 of 17 entries (0 Rows Selecied) 2 Mext Last
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6. Click on the eForms Name OR Select the Check-box beside the eForm Name and Click
the View button to open the eForm details;

t Managems

hboard  TBISTUDY v

ProFoRMS

Data Collection eForms
ProFeRMS Home Fiease seiect by subject, by subject Brm of by non-subject eFom from the drop-down, and then perfarm an acton
Manage Subjects ViEw| By eForm (Subgect) | ¥ |

[+] Advanced Search

llect Data

Auailable Forms

[""" ] Wi 651 of data, search for a data. of seldt data to view of periom an action

My Collections

Colact Data Halp

Manage Protocol W Active: 2017-01-26 00:00
¥ Adtive 2017-01-26 00:00

Reports AAA Active 20151230 00 00
Bulgsedn Active 2016-06-24 00:00

Site Administration dematestt Attive 2015-03-27 00:00

= Eram_EE Acive ] 2017-01-26 00 00

Glasgow Coma Scake Aclive 2014-10-21 00.00
HiTEMod Active 2017-04-05 00:00
injury Active 2013-07-15 00,00
June24In016 Acive 20ME-DE-2. (+ 1]
MU Select Test 2 Active 2014-10-06 0000
Mui-Select Testng Active 2014-06-11 00:00
NewhionSubiest Active 2013-03-25 00.00
O form Active B016:10-30 00:00
Test Active 2013-05-16 00:00

Snoveng 110 15 of 17 entries (1 Row Sekcted) g 2 Mext Last
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3.7.4 Viewing My Collections
To view data collections: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace

Data Dictionary Data Repository Query Meta Study Account Management Heed Halp
Dashboard Mo Protocol Selected (All Protocols v
ProFoRMS { .
Welcome To ProFoRMS
FroFoRMS ProFoRMS is a Web-based database applcation dessgred to help manage data coliection
‘With ProFoRi Protoc Manage Subjects, Collect Data, and view Repon and Query.
Select A Protocol To stan, please select from the buttons below 10 either create a new protocol or Select from existing [
_ Setacta Fromsel
Setect a profocol 1o perform an action or create a new pratacol
View Au Delets Search

Number ; .
Type
Reports SPORT CONCUSSION
ASS

Evaluating a Movel Method of EEG Evoked Response Potential Analysts in Spon Concussion Assessment- - Test Siabdity and
ESSMENT ENect of Concussion

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumatic headache (Mubritios

o PTH)
Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

# Home  Workspace

Data Dictionary Data Repository  Query Mota Study

Account Management Heed Help

ProFoRM3

Dashboard He Protocol Selected (All Protocols) v

Welcome To ProFoRMS
ProFo 5 i Weh-Darmeed dstabarse

appicatan desgned to heip manage data coliectan | FITBIR-STUDYO000359
‘With ProFoRMS. you can' Manage Pratocols, Manage Subjects, Collec and view Report and Cuery

To start, phease select from the butions below to either create a new protocel or sekect from existing protocols

Select a Protocol

Select a protocol to perform an achan or create a new protocol

it [} e Search
Protecol Number Stuh :
Type

SPORT CONCUSSION Evalmting a Noved Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Stabiity and Effect of

ASSESSMENT LONCUssRn

FITBIR-STUDYDOO03S8 Targeted Alteratan i omega-3 and omega 8 falty acds for post traumabe headache (Nunan for PTH)

Showing 1 102 of 2 entries (0 Rows Selected)

3-66 * BRICS USER MANUAL © 2018 National Institutes of Health/CIT — Proprietary and Confidential




BRICS

3. The ProFoRMS Dashboard opens. Click the Collect Data on the left-side tool bar.

1 Home Workspace P GuID Data Dictionary Data Repository Query Meta Study Account Management Need Heip
PI'OFORMS Cashboard  TBASTUDY b
Welcome To ProFoRMS
PraFaRMS Home ProFoRMS is 3 Web-based database application designed to help manage data cosection
With ProfoRMS, you can: Manage Protocols, Manage Subjects, Cobiect Data, and view Repart and Query
Salact A Prosocel o select fiom sting praloests

Manage Subjects
Select @ protocol bo periarm an ackon or create @ new protocol
| 0

Select a Protocol

Search

Manage Protoce!

PROTOCOL AUG 23 Protoco Aug 23 Naurad Histos
Reports o oy
THISTUDY Thistudy Hatural Miskary
Site Administration TESTING 2017 Dema 20170222 Haburad Hisary

LEL 151 Naturai Hstory

NYMU_TEST NYMU_TEST Haturai
PRECLINICAL 104 Pre-Clrical Traumate Brain Injury Common Drata Ekements; Toward @ Commen Language Across Laboratories Naturad
FITBIR-STUDY0000291 Khariaty Test Maturas History
10 Pain in Using FRGir 0J Naturas History
PILOTSTUDYFITBIR-STUDYO00D59 Pt Study; Targelad AReralion in omega-3 ana omega-6 faity acids for post-traumatic headache (Nulrftion for PTH) Naturas History
2000 UMD Demo Study

400G UMMC Subracfingid Hemorrge

NCTO1888501 Traumanc Bram mpury Per Metrve Study

DRYOGISTUDY_007
1234856

DrYogiStudy_007
Stem Ceds for TB!
1234887 Tost Study

Showing 1 1o 15 of 62 enlries (0 Rows Selecled) 2 3 4 5 Next Last

4. Click the My Collection on the left-side tool bar. The My Collections page appears with
listings of collections. On the My Collections page, you can perform the following
actions: View Entry, Edit, View Audit, Reassign, Delete Entry and Export

Note: Only the Non-Admin owner of collection OR ProFoRMS Admin/global Admin
User will be able to edit an eform whose status is “in progress” or “complete”. Once the
collection has been locked, nonadmin users will no longer be able to edit the eform.

When a user edits a completed form, an audit trail starts for any changed answers.

# Home Data Dictionary Data Repository Suery Meta Study Account Management Need Help

Workspace GuID

Dashboard  TEISTUDY -

ProFoRMS

My Collections

ProFoRMS Home Search by Sulfec! fom of by Non-sutject 1o i begn colitcbng data

[+] Advanced Search

Manage Subjects

Data Cellection

Sekrct A farm 10 view o perio

R Delete Entry Search

Export

TBIDEMODBT250A 2016-04-28 12 68 Follow up 3 monms. Glasgow Coma Scase n Progress onyEneno, nchara
TBI_NVOH4BETLY P6-04-28 12 657 Baseline Visit Glasgow Coma Scaie in Progress oayeneha, ichard
Manage Protocol .
TBI_INVPDO3EZHC 2017-04-05 1329 HIT & Mod again HITEMod in Progress Greer, LeVon
Dy TH_INVPDOIGTHG F01307-19 08 30 geoge w0 Locked Popanacze, george 170126 194
THL_INVPDOIEZHE 9 08 30 geome Locked Popinade, george 1942
Site Administration TRI_MVPDISETHE H013-07-10 0830 aennge UAT)" Lacked Popsnatie, geoge 2017-01-26 1041
TBI_MVPDOISIHC 20130710 0830 gecge Exam_EE Locked Popkhadee, george 2017-01-26 10:40
TBI_INVPDOIEZHC 2016-10-30 00.00 Baseline Visd O form in Progress Vowk. Ciga
2016-10-30 00:00 other BubdEean in Progress vowk. Oiga
2016-06-24 1720 Baseline Vst BuBBE40 n Progress Admin, Portal
THI_INVPDOIEZHG 2016-06-24 1647 Baseline Vst N4l Locked Admin, Portal 2016.06-24 16 49
TH_INVPDOISIHG 20160428 13.20 Baseline Vet Glasgow Coma Scake Compheted Subgect
THIDEMODRT2E A 2016.04.26 1289 Baseiine Vit Glasgow Coma Scaie Compleled Subect
THI_NVGHABETLY 2014-01-23 0900 atner Muili Setect Test 2 n Progress McAulie, Mattnes
KUOTABGE 2014-06-12 1040 Baseline Vst Mult Select Test 2 Locked Bigos. Thomas 2014-06-12 10:40

Showing 1 10 15 of 18 entries (0 Rows Selected)

2 Mext Last
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3.7.1 Reassigning Data Collections Entry Form

To reassign data collections entry form: Perform the following actions:
1. Navigate to the ProFoRMS module

Workspace [ prororms | Data Dictionary Data Repository Guery Mata Study Account Management

Heed Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS
FroFoRMS Home ProFoRMS is a Web-based database applcation dessgred to help manage data coliection

‘With ProFoRi Protoc Manage Subjects, Collect Data, and view Report and Query

Select & Protocol Too a1, please select from the bultons below 10 either create & new protocol o Select from existing p

Select a Protocol

Select 8 pr perfarm an action or creste & new protacol

Wiew Au Dalets Search
otocol Number Study v
Ve
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumaltic headache (Nubrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace faRM. GuID Data Dictionary ~ Data Repository  Guery Meta Study  Account Management Haed Help

ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v

T CONCUS:;

Welcome To ProFoRMS AsS

ProFoRMS s a Wieh-tase
With ProFnRME. you can: M

T

ta collecton FITBR-STUDY 000353
anage Subjects, Coliect Data. and vwew Report and Query
To stat, please Select from the DUReNs below 1o oither create a new Protocol or Sekct from existing protocols

1 dhersagnesd b el rmanag

Select a Protocol

L M3 H:
Select A Protocel
Sedect a protocol to perform an action or create a new protncol
¥ t Del Search

| Humber

ol Name

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoled Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn

FITBIR - STUDYD0O0358 Targeded Allerabon in ormega 3 and omega 8 L

Reports

y el for past aumabe headache (Hutshon far PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click the Collect Data on the left-side tool bar.

1 Home Workspace P GuID Data Dictionary Data Repository Query Meta Study Account Management Need Heip

PI'OFORMS Cashboard  TBASTUDY b
Welcome To ProFoRMS
PraFaRMS Home ProFoRMS is 3 Web-based database application designed to help manage data cosection
With ProFoRMS, you can: Manage Profocols, Manage Subjects, Cotiect Data, and view Report and Query
Salact A Prosocel Tio Start. phisise Siect o M BUfions below 10 EAME CrEli & Hew Protocol of Sekct Irom exsting prolcos
Manage Subjects Select a Protocol
Select a proincol to perform an action or create a new protocol
Collect Data
View & o | Greate Protocol Search
—
Reports PROTOCOL AUG 23 Protocol Aug 23 Naturad History
TRISTUDY TBIShudy Hatural Hstory
Slte Adminkstration TESTING 2017 Dema 20170222 Hatural Hestory
Ts1 1281 Natural Hstory

NYMU_TEST NYMU_TEST Haturai
PRECLINICAL 104 Pre-Clrical Traumate Brain Injury Common Drata Ekements; Toward @ Commen Language Across Laboratories Natural Hisk
FITBIR-STUDY0000291 Khariaty Test Maturas History
10 Pain in Using FRGir 0J Naturas History
PILOTSTUDYFITBIR-STUDYO00D59 Pt Study; Targelad AReralion in omega-3 ana omega-6 faity acids for post-traumatic headache (Nulrftion for PTH) Naturas History
2000 UMD Demo Study
400G UMMC Subracfingid Hemorrge
NCTO1888501 Traumanc Bram mpury Per Merve Sludy
DRYOGISTUDY_007 DrYogiStudy_007
1234656 Stem Ceds for TB!
1234887 Tost Study

Sheming 110 15 of 62 enries (0 Rows Selected) 2 345 Next Last

4. Click the My Collection on the left-side tool bar. The My Collections page appears with
listings of collections. On the My Collections page, you can perform the following
actions: View Entry, Edit, View Audit, Reassign, Delete Entry and Export

# Home Workspace GuID Data Dictionary Data Repository Query Meta Study Account Management Need Help

ProFoRMS Dashboard  TBISTUDY v
My Collections

ProFoRMS Home Search by Subject form or by non-subject fom to begn colkcbng data

[+] Advanced Search

Manage Subjects

Data Cellection

Select A farm 10 view or pes

v Entry. | £ 1 | meassign | Delete Entry | Export Search
) ) ) A )

TBIDEMODBT250A 2016-04-28 12 68 Follow up 3 monms. Glasgow Coma Scase n Progress onyEneno, nchara
TBI_INVGHABETLT 2016-04-28 12657 Baseline Vist Glasgow Coma Scalke in Progress onyeneho, nchard

Manage Protocol .
TBI_INVPDO3EZHC 2017-04-05 1329 HIT & Mod again HITEMod in Progress Greer, LeVon

Dy THI_INVPDOIEIHC F01307-19 08 30 geoge w0 Locked Popknacze, george 2017-01-26 19,42
THL_INVPDOIEZHE 9 08 30 geome * Locked Popinade. ge 1942

Site Administration TRI_MVPDISETHE H013-07-10 0830 aennge UAT)" Lackea Popinagie, geome 2017-01-26 1041
TBI_MVPDOISIHC 20130710 0830 gecge Exam_EE Locked Popkhadee, george 2017-01-26 10:40
TBI_INVPDOIEZHC 2016-10-30 00.00 Baseline Visd O form in Progress Vowk. Clga
THI_INVPDOIEZHE 2016-10-30 00:00 other BubdEean in Progress vowk. Oiga
TBI_INVPDOEZHC 2016-06-24 1720 Baseline Vst BUBIBEAD n Progress Admin, Portal
THI_INVPDOIEZHG 2016-06-24 1647 Baseline Vst N4l Locked Admin, Portal 2016.06-24 16 49
TH_INVPDOISIHG 20160428 13.20 e Glasgow Coma Scake Compheted Subgect
THIDEMODRT2E A 2016.04.26 1289 Glasgow Coma Scaie Compleled Subect
THI_NVGHABETLY 2014-01-23 0900 Muili Setect Test 2 n Progress McAulie, Mattnes
THI_NVKUOTABGE 2014-06-12 1040 Mult Select Test 2 Locked Bigos. Thomas 2014-06-12 10:40

Snowing 1 0 15 of 18 entries {0 Rows Selecied) 2 Mext Last

5. Select the Check-box next to the Subject you would like to reassign. Note: The ability to
assign the form to another user for editing are limited to:

O Global Admin Usets,

0 Non-Admin Users with Primazry Investigator (PI) Role,
0 Non-Admin Users with Clinical Coordinators Role,

O Non-Admin Users with Study QA Role, and
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O Non- Admin Users with a role that has the ptivileges to Reassign Data Entty.

Data Diction

ProFoRMS Dashboard  TBISTUDY -

My Collections

PraFoRMS Home Searnch by Subject farm or by non-subject form 1o begin coliecting data

[#] Advanced Search
Manage Subjects
Data Collestion

Saslect & farm o view or perform an action

View Entry | Edit | View Audit Delate Entry | Export Search

THIDEMODBT250vA 2016-04-28 12 58 Foliow up 36 monihs Glasgow Coma Scale In Progress. onyeneno, rchard

THI_INVGHABETLY 2016-04-28 1267 Baseine Wist Cllasgow Coma Seake In Prege cayensho, rehara
Narma fretes) TBLINVPDOSZHE 2017.04.08 13:29 HIT 6 Mod agan HiTEMod Greer, Levon
Repors THI_INVPDOIEZHG 20130718 0B 30 george Locked Poprnadze, ge
THI_INVPDOSEZHG 2013-07-18 0830 pearge s Popknadze 2017-01:26 19.42
Site Administration TH_INVPDOMZHE 20130719 083 gearge LA )" Popknadze 2017-01-26 19.41
TBI_INVPDOSEZHC 2013-07-19 0630 Quorge Exam_EE Popkhadic, guorge 2017-01-26 1940
THI_INVPDOZ6ZHC 2016-10-30 D000 Baseine Vish OV farm In Progress vk Oiga
TEI_INVPDOZEZHC 2016-10-30 0000 oiher BuidBE40 In Progress vavk. Oiga
THI_INVPDO36ZHE P16-06-24 1729 Basesne Vist BURIBSAD In Frogress Aamin, Portal
THI_INVPDOIEZHE 2016-06-24 1647 Baseine Vish Jne2MhI01E Locked Admin. Portal 2016-06-24 16:40
THI_INVPDOBEZHG 2016042 20 Basesne Vist Glasgow Coma Scale Compieted Sutyect
TRIDEMODBT 2500 2016-04-28 12 50, Baseine Vist Glasgow Coma Scale Completed Subject
TBI_INVGHIOETLY 4.01.23 08:00 other Mulli Setect Test 2 In Progress MeAulite, Matihew
THI_INVKUOT4BGE 2014-06-12 10:49 Basedne Visit Multl Sslect Test 2 Locked Bigos, Thomas. 2014-06-12 10:40
Showing 11015 of 18 entries {1 Row Selected) T Mext Last

6. Click the Re-assign button. The Reassign Data Entry page appear.

ProFoRMS Dashboard  TBISTUDY v

My Collections
ProFoRMS Home Search by Subject fom or by non-subject fom 1o begin collecting data

[+] Advanced Search
Manage Subjects
Data Collection
Select a form 10 view or perform an action
view Entry | Edit | View Audit Dulete Entry | Export search

2016-04-28 1258 Follow U 36 monins Glasgow Coma Scale In Progress onyeneho, richard

Subject GUID

4-

B 257 Baseine NENG, NERan

1 Clasgow Coma Scake In Pregress o

Manage Protocol

2017-04-05 1390 HIT & Mod sgain HITEMOd In Progress Graer. Lavon

Reports T8I, 2013.07-19 08:30 Qearpe o Locked Fopkhadze. george 2017-01.26 19.42
TBI_RVRL F01307-19 08:30 s Locked Popkiade. george
Site Administration THI_VP 2 a0 UAT)(" Locked Popkhadze. george
TBI_NVPDOIGZHC 20130719 0830 Exam_EE Locked Popkhadae, george 2017-01-26 19:40
TEI_mVPDOLE, 16-10 00 Baseine Vig OV form n Progress Vowk, Okga
THI_MNVPDOIEIHE 2016-10-30 00.00 olher Busdisan in Progress Vowk, Oiga
THI_INVPDO3SZHC 2016-06-24 1729 Baselne Visit BudBS40 In Progress Admn, Portas
TBI_INVPDOSZHE 2016-06-24 16:47 Baselne Visit June24h2016 Locked Admin, Poral 2016-06-24 16 49
TBI_MVPDOISTHC 2015-04-28 1320 Baselne Visit Glasgow Coma Scale Completed Subject
TBIDEMODBTZ50MA 2016-04-28 1250 Bassine Visit Glasgow Coma Stale Comphsted Subject
THI_IMVGHABETLT 00 ot Mulli Sebect Test 2 In Progriess Meaatie. Matlew
TBI_MVKUOT4BGE 2014.06-12 10:49 Baselne Visit Mufli Select Test 2 Locked Bigos, Thomas 2014-06-12 10:49
Showing 180 15 of 18 &nirnes (1 Row Seletlea) 2 Mext Last
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7. Using the drop-down menu, select the desired user to reassign the form. Click the Save
button.

+ Home workspace P Gue DataDictionary  Data Repository Query Meta Study  Account Management Need Help

ProFoRMS Dashboard  TBISTUDY v

Reassign Data Entry

ProFoRMS Home Reassign the forms below fo the following user

Manage Subjects DataEntry | | ~ Reassignto | Test, Tester -]
Uohn, Doe
Collect Data
Jane, Doe
Data Collection Exzuln
TBIDEMODB725VA 2016-04-28 12:58 Follow up 36 months Glasgow Coma Scale None, Person

Collect Data Help
Showing 1 to 1 of 1 entries
Manage Protocol

Reports Cancel

Site Administration

8. The My Collections page appears with the reassigned form updated.

4 Home Workspace [ ] GuID Data Dictionary Data Repositary Query Meta Study Account Management Need Help
ProFoRMS Dashboard  TBISTUDY v
My Collections
ProFoRMS Home
| The Data Entry has besn successfully reassigned to user Test, Testing.
Manage Subjects Search by Subject fom or by noa-subjsct fom to begin cobecting data
[+] Advanced Search
M Data Collection
Data Cobecton Select 3 form to view oF perioam an achion
[mm ] vry | Edtit t | Reassign | Delete Emtry | Export eh
o O ) o |
Manage Protocol TEDEMODBTZ50A 2016-04-28 1258 Foliow up 36 months Glasgow Coma Scale In Progress. Loh, Nancy
THI_INVGH4BETLT 2016-04-28 1257 Baselne Visil Glasgow Coma Scale In Progress. John, Doe
Reports TE_INVPDOZSZHC 2017-04-05 1229 HIT & Mod agan HITEMoa In Progress. Jonn, Doe
TEI_INVPDOSEZHC 20130719 0830 george Wy Locked John, Doe 2017-01-26 19.42
kb THI_INVPDOMSZHC 2013-07-10 08 30 george * Locked Jane, Doe 20170126 1942
TEI_INVPDOZEZHC 2013-07-19 0830 peoarge UATH* Locked 2017-01-26 1941
TE INVPDOEZHT 2012-07-10 0830 george Exam_EE Lok 2017-01-26 19,40
TE_INVFOO36ZHC F016-10-30 00 00 Baseine Visi O form 1 Progress Jane, Doe
TER_INVPDO36ZHC 20716-10-30 0000 othes Busdgg4l In Progross
TE_INVPDO3EZHG 2016-06-24 1729 Easeine Vsl BuBdBs40 n Progress
TE_INVPDOIGZHE F0T6-06-24 1647 EBaseine Vish JUNEZANEOT6 Lok Adgrm, Poral 2016-06-24
TB_IN 2016-04-28 1320 Baseine Visit Giasgow Coma Stake Compieted Subject
TEOEMODBTZ5MA 2016-04-28 1259 Baseine Visil Glaspow Coma Sk Compieted Subject
TBI_INVGH48ETLT 2014-01-23 00000 other Mutti Select Test 2 n Progress. Jane, Doe
TE_INVEUOT4BG5 2014-06-12 10:49 Baseine Visit Mutti Sebect Test 2 Locked Jane, Doe 2014-06-12 10:49

Showing 110 15 of 18 entries (0 Rows Selecied) 2 HNext Last
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3.7.2 Viewing eForm Information
To view eForm Information: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace Data Dictionary Data Repository Guery Meta Study Account Management Nesd Help
ProFoRMS Dashboard Mo Protocol Selected (All Protocols) v
Welcome To ProFoRMS
FroFoRMS ProFoRMS is a Web-based database applcation dessgred to help manage data coliection
‘With ProFoRi Profoc Manage Subjects, Collect Data, and view Report and Query
‘Select A Protocol To stan, please select from the buttons below 10 either create a new protocal or Select from existing p
_ Setacta Fromsel
Select a profocol 1o perform an action or create 8 new protocol
Wiew Au Delets Search
_ umber d
Type
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Siabdity and
ESSMENT ENect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumaltic headache (Nubrition for PTH)
Showing 1 to 2 of 2 entries (0 Rows Selecied)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace

Data Dictionary ~ Data Repasitory

Cuery Meta Study Account Management Meed Help
Cashboard Ne Protocel Selected (All Pretocols) ¥

ProFoRMS bar )

Welcome To ProFoRMS

ProFoRMS i a Web-based dst,

‘With ProFoRMS. you can’ Mans

To start, please sebect from the Duttons below

T CONCUSSION ASSI NT
FITBR-STUDYDOD0359

tesigne to help manage data collection
wge Subjects, Coliect Data, and view Repont and Cuery.
oither Create a new profocol or Sekct from existing protocols.

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

bt SPORT CONGLSSION
A

Evaluating a Novel Method of EEG Evoled Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ESSMENT Concusssn

FITBIR - STUDYD0O0358

Targeted Allerabon in omega 3 and amega 8 Lalt

y el for past baurnabe headache (Hulstion far PTH)
Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click the Collect Data on the left-side tool bar.

Meta Stug:

v
ProFoRMS Dashbeard  TRISTUDY
Welcome To ProFoRMS
Froronm Home ProFoRMS i 3 Web-basad database applicaton deskgnad 1o heip manage data colection

h ProfofMs, you can: Manage Protocots, Manage Subjects. Cotiect Data. and view Report and Guery

Salect A Presacel rl. phese sedect from I Buficns Below 10 eRher creale 3 new pr Mect Trom exsting prolocols

Manage Subjects Select a Protocol

fv::cc'. a protocol bo perform an action or create 8 new protocol
v dit | Delete | Create Protocol Search
Manage Protoce! n

Protocel Number Protocol Name

Ronoy PROTOCOL AUG 23 Protacol Aug 23 Naturat History
TRISTUDY Hal

Shte Administration TESTING 2047 Dema 20170222 Haburad History
TSt 165t Naturad Hstory
NYMU_TEST NYMU_TEST Hatura Hstory
PRECLINICAL 104 Pre-Chrical Traumate B Dt Elements: Toward a Commen Language Across Laborsiories Matural Histary
FITBIR-STUDY0000291 Khariaty Test Maturas History
10 Pain in Using FRGir 0J Naturas History

LOTSTUDYFITBIR-STUDYO00D35D Pt Study; Targelad AReralion in omega-3 ana omega-6 faity acids for post-traumatic headache (Nulrftion for PTH) Naturas History
2000 UMD Demo Study
400G UMMC Subracfingid Hemorrge
1888501 Traumatc Bran inpury Pe v Study

DRYOGISTUDY_007 DrYogiStudy_007
1234856 Stem Ceds for TB!
1234887 Tost Study

Showing 1 1o 15 of 62 enlries (0 Rows Selecled) 2 3 4 5 Next Last

4. Click the My Collection on the left-side tool bar. The My Collections page appears with
listings of collections. On the My Collections page, Click the View Entry button.

ProFoRMS Dashboard  TEISTUDY v

My Collections
Search by Subject form or by non-subgect form to begin colecting data

[#] Advanced Search

ProFoRMS Home

Manage Subjects
Data Collection

Collect Data Sekect a fom bo view or perform an action

Data Collection Edit | View Audit | Reassign | Delete Entry | Export

e ) ] ) ] ]

Colloct Data Hel TBI_INVGH4B5TLT 2014-06-12 10:40 Baselne Visit Muit Seiect Test 2 Locked Jon, Doe 2014-06-12 10:41
£ TBLINVPDOIEZHC 2014-06-12 10:10 Baseine Visit Muit Sefect Test 2 Locked Jon, Doe 2014-06-12 10:10
Manage Protacol
TBIDEMODBT25VA 2014-06-11 14:05 Baselne Visit Muit Sefect Test 2 Locked Jon, Doe 2014-06-11 14:05
Reports Showing 16 10 18 of 18 entries (1 Row Selected) First Previous 1

Site Administration
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3.7.1 Deleting My Collections
To Delete Data Entry eForm: Perform the following actions:
1. Navigate to the ProFoRMS module

Workspace GuID Data Dictionary Data Repository Query Mata Study unt Management

ProFoRMS Dashboard HNo Protocol Selected (All Protocols)

Welcome To ProFoRMS

FroFoRMS Home ProFoRMS is a Web-based database application designed 1o help manage data collection
Wil you can Manage Pro iage Sutyects, Collect Data, and view Report and Query
Select A Protocol To stan, please select fom the bultons b 0 either create a new protocol o Select from existing protocols

Select a Protocol

Select a protocal to perorm an action or crese 3 new protocol

View Audit | Dstete Search
nm —
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment. - Test Stabity and
ASSESSMENT Effect of Concussion
FITBIR-STUDYDO00358 Targeted Ateration n omega-3 and omega-6 fatty acids for post-traumatic headache (Nutrition for PTH)

Showing 110 2 of 2 entries {0 Rows Selected)

Neod Help

o
Type

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace Data Dictionary ~ Data Repository  Guery Meta Study  Account Management

PI’OFORMS Cashboard Ne Protocol Selected (All Pretocols)

T CONCUS:;

A3SI

T

Welcome To ProFoRMS :
ProFoRMS = a Web-based 1 dessagnesd B0 heldp manage data collection FITBR-STUDYD000358
‘With ProFoRMS. you can: M; 5 e Subjects, Coliect Data, and vew Repont and Query.

To start, please sebect Irom the DUtons below to eiher Create a new profocol or select from existing protocols.

L M3 Hs

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESIMENT Cancusson
FITBIR-STUDYDO00358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)

Haed Help
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3. The ProFoRMS Dashboard opens. Click the Collect Data on the left-side tool bar.

Meta Stug:

Cashboard  TBASTUDY b
ProFoRMS
Welcome To ProFoRMS
PraFaRMS Home ProFoRMS is 3 Web-based database application designed to help manage data cosection
fth ProFof Manage Profocols, Manage Subiects, Colect Data, and view Repart and Query
Salect A Protocal start. phes » et Trom exsting pralocols

Manage Subjects Select a Protocol

fv:icc'. a peoiocol to perfarm: an action of create a new protocol
View Audit Greate Protocol Search,
Manage Protocel n Protocol Numbar Protocol Hame

Reports PROTOCOL AUG 23 Protocol Aug 23 Natural Hstory
TRISTUDY TSty Haturad

Site Adminkstration TESTING 2017 Dema 20170222 Habural History
LEL 14 Natural Hstary
NYMU_TEST NYMU_TEST Haturdd Hatary
PRECLINICAL 104 Pre-Cinkal Traumate Brain Injury Commen Drata Clements; Taward a Commen Language Across Laboralories Hatural Histary
FITBIR-STUDY0000291 Khoriaty Test Hatural Higtory
10 Pin in Usng Fatr DJ Naturad Hatory
PILOTSTUDYFITBIR-STUDY0000350 Prot Study. Targeted AReration in omaga-3 and omega-G falty acigs for post-iraumatic neadache (Nutrftion for PTH) Natural History
2000 UMD Dema Study
4000 UMMC Subiracnnoid Hemorrha

AHEEDT Traumanc Brain Inury Penphar Nerve Study
DRYOGISTUDY_007 DrYogiStudy_007
1234856 Stem Ceds for TB!
1234867 Tost Study
Sheming 110 15 of 62 enries (0 Rows Selected) 2 345 Next Last

4. Click the My Collection on the left-side tool bar. The My Collections page appears with
listings of collections. On the My Collections page, select the Check-box next to the
Subject you would like to delete. Click the Delete Entry button.

ProFoRMS Dashboard  TBISTUDY -

My Collections

ProFoRMS Hame Search by Subject form or by non-subject fomm 1o begin

=i data

+] Advanced Search
Manage Subjects L

Data Collection

Select a form 10 view of pe

View Bntry | it | View Audit Search

THIDEMODET 200N, 2016-04-28 1258 Follow up 38 monitis Glasgow Coma Scake in Progress. oimyeneto, ichad

THI_NVGHIBETLT 2016-04-28 1257 Baselne Visit Glasgow Coma Scake In Progress oy

neEha, richand

TBI_MVPDOIETHE 2017-04-05 1320 HIT & Mod again HITEMOE In Progress Greer. Lovon

s 1042

gearge Tt Leckaa Papkhadse g

FHI_SVIPDOSEEHE gearge - Locksd Vopknaaze. george FOTF-07-26 1A
Site Administration TBI_MVPDOMEZNG peorge UAT)" Locked Popkhadze. e 2017-01-26 1941
TBI_NVPDOISIHE peorge Exam_EE Locked Popkhadze. george 2017-01-26 19.40
Daseine Viait W form ogress Vok, Oiga
olher Buidi640 in Progress Vowk, Oiga
Baseine Visit Busdisan In Progress Adirin, Pona
2016-06-24 1647 Baseine Visi Hne241hI0 16 Lockad Addmen, Poral 2016-06-24 16 40
TBI_HVPDOISZNG 2018-04-28 13.20 Baseine Visil Glarsgow Comta Stk Cuomnpeled Subject
THIDEMODBET255A 2016-04-28 1250 Baselne Vist Glasgow Coma Scale Compietod Subject
THI MVGHASETLY 2014-01-23 0900 other Mulli Select Test 2 n Progress McAUTE. Matthew
THI_MVKUOTABCE 2014.06.12 10:40 Basakne Viat Multi Solect Tost 2 Lockod Bigos, Thomas 2014-0612 10°40

Showing 1 1o 15 of 18 entres (1 Row Sekecied) L 2 Mext Last
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5. Click the OK button when prompted ‘Are you sure you want to remove the selected
Administered Form(s)?”

Are you sure you want to remove
the selected Administered Form(s)?

6. The My Collections page appears with the confirmation of the deleted Data Entry
form updated.

 Home Workspace GuID Diata Dictionary Data Repository Cuery Meta Study Account Management Need Help
ProFoRMS Dashboard  TBISTUDY v
M _My Collections
The Data Entry for Administered Formis) UAT)(™ has been deleted successiully
Manage Subjects .E-eun: h by .5,l~_uu form .- by non-subject form 1o begin collecting dats
[*] Advanced Search
i ...
Data Collection Select & form 1o view of perform an action
[’”W‘ _] view Entry | Edit | View Audit | Reassign | Delete Entry | Export Search
) ] ] o ) o ] I
Manage Protocol TBIDEMODBTZSNN F016-04-268 12 58 Follow up 36 morths Glasgow Coma Scale In Progress Jane, Do
TEI_HVGHEBETLY 2016-04-28 1257 Basslne Vist Glasgow Coma Scale Jane, Doe
Reports TB_NVPDOIGZHC 2017.04.05 13:29 HIT 6 Mod aggain HITEMod Jane, Do
] 201307 george W Jane, Dos
Site Administration — =
2013.07.10 08.30 gearge Exam_EE ane, Doe
2016-10-30 00.00 Basslne Vist OV form Jane, Do
20 100 ey Bulos8a0 Jane, Do
EuiBea0 Admin_ Portal
Jure 42016 Admin, Porial 2016-06.24 1640
Glasgow Coma Scale Subject
Glasgow Coma Scale Completed Subpect
Muti Sedect Test 2 In Progress Jane, Doe
T KUOTABGE 2014-06-12 10:49 Basshne Vist Multi Sedect Test 2 Locked Jane, Do 2014.06.12 1040
TB_NVGHABETLT 2014.06-12 10:40 Basshne Vist Mt Select Test 2 Locked Bigos, Thomas 140512 1061
Showing 110 15 of 17 entries (0 Rows Selected) 2 Mext Last

Things to Note:
ICON KEY

Notes

Below details the different scenarios and users who have the ability to delee a data collection:
7 In Progress Status:
"= Important % Global Admin

Information % ProFoRMS Admin

O . . - .
%* Nonadmin users with privileges to delete collections

*
*%°* Owners of the data collection

r— Completed Status:
o

% Global Admin
< ProFoRMS Admin
’:’ Nonadmin users with privileges to delete collections
< Owners of Data Collection
=7 Locked Status:
< Global Admin

*  ProFoRMS Admin
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3.7.2 Exporting Data Collections
To Export Data Collections: Perform the following actions:
1. Navigate to the ProFoRMS module

Workspace

Data Repository Guery Mata Study Account Management

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS
ProFoRMS Web-based database ap
With ProFoRMS, you can Manag
‘Select A Protocol To stan, please select from the butto

ProFoRMS Home

ation des
Manage
low 10 either create a new

ined to belp manage data collection
1 Data, and view Report and Query,
sl o select from existing pr

Select a Protocol

Select 8 protocol to perfarm an action or create a niw pratocal

View Audit | Delete

Search

dy =
Ty

Reports SPORT CONCUSSION Evaluating a Movel Method of EEG Evoked Response Potential Analysts in Spon Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traun adache (Nutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

# Home  Workspace (0 GuID Data Dictionary DataRepository  Query

Meta Study Account Management Heod Help

Pro FOR MS Dashboard HNe Protocol Selected (Al Protocols) v
Welcome To ProFoRMS

ProFoRMS i a Web-base datbi
Wigh ProFoRMS. you can’ Manage Protocol
at, please sesect from ther Duttons Dedon

et b hesip rrianaage data cobecton
jects, Collect Data, and view Report and Cuery

oither creabe 8 new protocol or sekect from ex protocols

Select a Protocel
Select a pratocal ta perform an action or create @ new protocel

View Audit Delete

Search
oo

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evokied Respanse Potential Analysts in Sport Cancussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusson

FITBIR. STUDY0000358 Targeted Ateration in

miega-3 and ormega 8 falt st

it hecdac e (Hulrition fos FTH)

Showing 1to 2 of 2 ertries (0 Riows Selecied)

3. The ProFoRMS Dashboard opens. Click the Collect Data on the left-side tool bar.

Meta Study

ProFoRMS Dashboard  TBISTUDY -

Welcome To ProFoRMS
PraFaRMS Home oF ORMS [ @ Wab-based database application designed 1o help manage data colection
"

nage Subgects. Coliect Data, and view Report and Guery
Salect A Presacel Ao 110 ANES CHENe 2 ni p Mect Trom exsting prolocols

Manage Subjects Select a Protocol

3c:cc'. a protocol to perform an action or create a new profocol

Greate Protocol

View Audit
Manage Protocel n Protocol Numbar

Search

Protocol Name

Ronoy PROTOCOL AUG 23 Protacol Aug 23 Naturat History
TRISTUDY THISlty Haturad

Shte Administration TESTING 2047 Dema 20170222 Haburad History
TSt 165t Natura Hes!
NYMU_TEST NYMU_TEST Hatura Hstory
PRECLINICAL 104 Pre-Clrical Traumate Brain Injury Common Drata Ekements; Toward @ Commen Language Across Laboratories Natural History
FITBIR-STUDY0000291 Khariaty Test Maturas History
10 Pain in Using FRGir 0J Naturas History
PILOTSTUDYFITBIR-STUDYO00D59 Pt Study; Targelad AReralion in omega-3 ana omega-6 faity acids for post-traumatic headache (Nulrftion for PTH) Naturas History
2000 UMD Demo Study
400G UMMC Subracfingid Hemorrge

Traumanc B nury

rve Sludy

DRYOGISTUDY_007 DrYogiStudy_007
1234856 Stem Ceds for TB!
1234887 Tost Study

Showing 1 1o 15 of 62 enlries (0 Rows Selecled) 2 3 4 5 Next Last
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4. Click the My Collection on the left-side tool bar. The My Collections page appears with
listings of collections. On the My Collections page, select the Check-box next to the
Subject you would like to export. Click the Export Entry button.

& Home Workspace 2UID Data Dictionary Data Repository Query Meta Study Account Management Meed Help

ProFeRMS Dashboard  TBISTUDY -

My Collections
S ubjesct oM OF by NOn-Subgect fanm 1o begin colecling data

Manage Subj [+] Advanced Search l

ProFoRMS Home

Data Collection

Tt Cacaes View Entry | Bdit | View Audit | Reassign nomimm Search

2015-04-20 1238 Follow up 38 monifs Glasgow Coma Scale In Progress. oyencho, ichand

TBI_NVGHABETLT Baseine Visit Glasgow Coma Scale In Progress onyeneno, richard
S Prctce! THI_MVPDOIEZHE HIT & Mod again HITEMod In Progress Greer. Lovon
e TII_MUPOOIETHC e Locked Popkh
Lockea Vopknac, 2017072 10z
Site Administration uATIC Lockeda Papknadze, g 2017-01-26 1941
Exam_EE Popkhadze. gecrge 2017-01-26 19.40
TO_RVPO0GEIHC O fam ey, Oiga
TBI_MVPOOIEZHE Buldi640 Vovk, Oiga
/ Busdis4n in Progress Adimin, Poras
neZ4inFO16 Lockad Admn, Portas 20160624 16 40
TBI_MVPDOISZHE Gliss{gow Coma Stk Compreted Sunpect
TRIDEMODETZ50VA Glasgow Coma Scale Compieted Subject
THI NVGHASETLY 20140 Muli Select Test 2 in Progress McAuific, Matihew
THI_BVKUOT4BCE 2014.0612 10:40 Basaine Viait Multi Saloct Tast 2 Lockod Eigos, Thamas 2014 05 12 1040
Shiowing 110 15 of 18 enines (1 Row Seleciaa) ; 2 Mext Last

5. Select the Open with Internet Explorer (default) option and Click OK button to launch the
CSV file.

-

Opening exportCollections_GlasgowComaScale_2017-08-28_23.18.42.csv ﬂ

You have chosen to open:

| exportCollections_GlasgowComaScale_2017-08-28_23.18.42.csv

which is: Microsoft Excel Comma Separated Values File
from: https.//fitbir-demo.cit.nih.gov

What should Firefox do with this file?

Internet Explorer (default) 'l I

(") Save File

] Do this automatically for files like this from now on.

—
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3.8 MANAGE PROTOCOL

This feature is designed to help the researchers to add and edit study information, schedule create
study visits, manage visit types individual subjects across multiple studies within the system,

upload subject related document.

3.8.1 Viewing Protocol Information

To view Protocol information: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace GUID Data Dictionary Data Repository Guery Mata Study

Account Management

Welcome To ProFoRMS

ProFoRMS is a Web-based database appication designed to help manage data coliection

‘With ProFoRMS, you can Manage Profocols. Manage Subjects. Collect Data, and view Report and Query.

To star, please select from the buttons below 1o either create & new prolocal or select from existing profocoks

ProFoRMS Home

Select a Protocol

Select 8 prot perfarm an action or creste & new protacol

Vie et Search
n
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Siabdity and

ASSESSMENT ENect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumaltic headache (Nubrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

ProFoRMS Dashboard No Protocol Selected (All Protocols)

Heed Help

Study v
Type

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace GuID Data Dictionary ~ Data Repository  Guery Meta Study  Account Management

PI’OFORMS Cashboard Ne Protocol Selected (All Pretocols)

Welcome To ProFoRMS

ProFoRMS s a Web-bamed distabirse application designed to help manage data collecton FITBR-STUDYD000358
‘With ProFoRMS. you can' Manage Pratos

To s1art, phease Seect from thi DURoNS below 1o eithor Create a new profocol or Select from existing protocols.

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

dit | Dele

Search

Reports

5l T CONCUSSION Evaluating a Novel Method of EEG Evoled Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn
FITEIR STUDYD000358 Targeted Allerabon in ormega-3 and amega & Lalty sckds for past anabe headache (Nubshon for FTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)

Haed Help

ol Humber > |Pretecol Mame o | Seudy >
Type
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3. The ProFoRMS Dashboard opens. Click Manage Protocol on the left-side tool bar.

ProFoRMS Dashbeard  TEISTUDY v

- Dashboard
ProFoRMS Home View Messages and Subject Visis
[l

View MEssages of seied] a message 1o perom an adtion.

Manage Subjects

Deilete Search
i . B s s
Manage Protocol h No gata avaitabie in table

Showing 0 to 0 of 0 entries

Reports
[-] Subject Visits

Site Administration

Sekitt a date 1o vikw scheduled appontments Schedukd Appominents
« o« August 2017 Subject 6 Visit Type

Sun Men Tue Wed Thu

g
=
=
v
o

)
2
&

4. Click the Protocol Information on the left-side tool bar. The Study Information page
appears.

4 Home  Workspace Data Dictionary ~ Data Repository Mets Study  Account Management

Need Help

ProFoRMS Dashboard | TEISTUDY v

Protocol Information

FroFoRMS Home Plaazz enter the information to for the protocal

] Data Repository Stud
Manage Subjects a posiion By

Please select a data repository study.
Collect Data

Search:
Manage Protocol Study Title + | Study 1D 5 _ Study Permission s

FITEIR-STUDY 0000207 Bianca Sirave Admin
Assign Roiss T778s FITEIR-STUDYD000303 Admin
Craats vt Typs

& =tudy for Victor FITBIR-STUDYD000255 Admin
Manags vist Typss
Anonymous Study FITBIR-STUDYD000281 Mitthew MoAulf Admin

E-Binder

e EEi-testing FITEIR-STUDYD000250 Admin
BL UAT Study FITEIR-STUDYD000233 Admin

Reports
ERICS NINR Tast study changss LWMO32217 FITBIR-STUDYD000201 L Misquitts Admin

Cei—mm Siomarksrs-Driven Development of Expariments| Therspeutics for Traumatic Brsin Injury FITBIR-STUDY0000227 Jessica Gil Adrmin
Eone manow transpiznstion FITAIR-STUDYD000252 Admin
Computerzed dynamic postursgraphy in the military populstion CNRM-STUDYDI00240 Springer Admin
Crass-Validating NIRS With TMRI FITBIR-STUDYD000221 Eric Wassemmann Admin
Desp Dive Deme- Ruhing FITEIR-STUDYD00022% Addmin
DespDivaTest_Kat= FITBIR-STUDYD000285 Kate Burdekin Admin
Dema Study FITBIR-STUDYD000280 Admin
Deme Test- Ruhina FITEIR-STUDYD00I278 Admin

Showing 1 to 15 of 115 entries {1 Row Selected) 2 34 5.8 Next Last

[ Protocol Details

Enter the protocol information and

ick on "Save” to save the protocol.
* This symbol indicates & required fisld.
Protocol Name™ [ TBIStudy

Protocol Number™ | TBISTUDY

Study Type”

\_) subject guID

! Subject 1D '/ Subject Number

Subject Label

Uz E Regulstory Binder (@) =) ves

Enable E-Signature

[+] Protocol Sites

Save Caneel
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5. Click the Study Title to open the Protocol.

Home  Workspace Data Dictionary  Data Repository ry  MetaStudy  Account Managemes Need Help

ProFoRMS Dashboard  TBISTUDY

Protocol Information

ProFoRMS Home Plesse enter the information to for the protosl.

] Data Repository Stud
Manage Subjects a S

Flease select a data repository study.
Collect Data

Search:
Manage Protocol - Study Title : | stucy ID 3 _ Study Permission 5

TestStudy? FITBIR-STUDY 0000207 Biancs Siravo Admin
issign Roks TTTEE FITBIR-STUDY0000203 Admin
Crasts Visit Typs
FITBIR-STUDY0000258 admin
Mznags Vist Types
Anonymous Study FITBIR-STUDY 0000251 Matthew McAuiffe Admin
E-Bindger
s BEM-testing FITBIR-STUDY0000250 admin
BL UAT Study FITBIR-STUDY0000233 dmin
Reports.
BRICS NINR Test study changes_LMO32917 FITBIR-STUDY 0000201 L Misquitta Admin
Site Administrati
! inistration Biomarkers-Driven Development of Exparimentsl Therapsutics for Traumatic Srain Injury FITBIR-STUDY 0000227 Jessica Gil Admin
Bone marrow lransplantstion FITBIR-STUDY0000252 admin
Computerized dynsmic posturography in the military population CNRA-STUDY0000240 Springer Admin
Cross-Validating NIRS With fMRI FITBIR-STUDY0000221 Erie Wassermann Admin
p Dive Demo- Ruhina FITBIR-STUDY 0000289 dmin
DeepDiveTest Kate FITBIR-STUDY 0000268 Kate Burdekin Admin
Demo Study FITBIR-STUDY 0000280 Admin
Demo Test- Rubina FITBIR-STUDY0000276 admin

Showing 1 to 15 of 115 entries (1 Row Salected) 23 45..8 Next Last

[ Protocol Details

Enter the protocol informatien and click on "Save” to save the protocol.
* This symbol indicates 2 required field.
Protocol Name™ | TEIStudy

Protocol Number® | TBISTUDY

Study Type”

Subject Label

. Subject GUI Subject |D “_/ Subject Number

Use E Regulatory Binder

Enable E-Signature

[+] Protocol Sites

Save Cancel
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3.8.2 Assign Roles

To assign roles within a study: Perform the following actions:
1. Navigate to the ProFoRMS module

Data Dictionary Data Repository Guery Mata Study

Account Management Heed Help

ProFoRMS

Dashboard Mo Protocol Selected (All Protocols) v

FroFoRMS ProFoRMS is a Web-based database apy

‘With ProFoRi
T star, plea:

ion dessgned to help manage data collection
Subjects. Colect Data, and view Report and Query
1o either create & new protocol or select from existing p

: select from the buttons &

Select A Protocol
_ Batyeta Prowocel

Select 8 prot perfarm an action or creste & new protacol

Search

tocol Number

Study -
Type
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and amega-8 fatty acids for postraumatic headache (Nutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace

ProFoRMS

Data Dictionary ~ Data Repository  Guery Meta Study

Account Management Haed Help

Dashboard Ne Protocol Selected (All Protocols) T
Welcome To ProFoRMS
ProFoRMS = a Web-based
‘With ProFoRMS. you can: M;
To start, phease sedect from the Dultons below

T CONCUS:;
FITBR-STUDYD00359

A3SI

T

1 tesagned b help manage: data colleckion
anage Subjects, Coliect Data. and vwew Report and Query
oither Create a new profocol or Sekct from existing protocols.

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

it Del

n | Number

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESIMENT Cancusson

FITBIR - STUDYD0O0358

Search

ol Name

Targeted Allerabuon in orrega 3 and armega 8

y ki for past baumate heasdache (Nutnhon for PTH)
Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Manage Protocol on the left-side tool bar.

ProFoRMS Dashbeard  TEISTUDY v
Dashboard

Froforis Home View Messages and Subject Visis
[

View MESSages of SEeCt 3 message 1o perom an action.
Manage Subjects

Deiete Searcn,

i . B s s
Manage Protocol h No gata availabie in tabie

Showing 0 to 0 of 0 entries

Reports
[-] Subject Visits
Site Administration

Skt 3 date 10 view sCheduied appontments Hhedukd Appontments
< < August 2017 > > Subject GUID Visit Type

Sun Men Tue Wed Thu

a7 2% ﬂ 0 n

Data Dicticnary Data Repo: Query unt Managament

Meed Halp

ProFoRMS Dashboard  TBISTUDY v
Assign Roles

ProFoliMs Home AsSigN users to roles

Manage Subjects

Search
| e 1 2 —|
Colloct Data -
Jane. Doe Jane, Doe -
m yang Jane, Doe -
EicH o Jane, Doe Jane, Do - =l
[ ssion potes ﬁ
Jane. Do Jang, Dot -
Croats Visit Typa: =
e yusin Jane. foe - -
ey, Jane, Doe Jane, Dot = =]
Masags Pratncol batp canyenehor Jane, Dot F pal o -
Panorts Jane. Do Jane, Doe -
itsean Jane, Doe
Site Administration
shast Jane., Dioe
Jane, Doe Jane, Dioe -
game 1bi. gam:-demo = -
TESTCASE lestt, fest
lestadmn iestadnan, lestagmin
atester tester. al i -

Showing 91 fo 105 of 107 entries First Previous 1 4 6 8§ 8 Next Last

Save Reset  Cancel
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5. In the Assign Roles page, find a user from the list of users. Use the drop-down menu to
select and assign roles for a user in that study. The user roles depend on the study set up
and can be as follows: Principal Investigator (max privileges), Clinical Coordinator, Study
QA, Data Entry, etc.

ft Home  Workspace GUID  DataDictionary  DataRepository  Query  Meta Study  Account Management Need Help

ProFoRMS Dashboard  TBISTUDY B

Assign Roles

ProFoRMS Home Assign users lo roles

Manage Subjects Search
)
Collect Data —
sane Doe Jane Doe - -

Manage Protocol _
yang Jane Doe e “'T

Protocol Information

Jane Doe Jane Doe ALL

Ausign Roles Wl Privileges

T NS A Jane Doe Associate Investigator
e e ol Clinical Research Associate

Manage Visit Types e Diata Entry
F Data Manager

By = S o Data Manager Test

Manage Profocol Help Jane Doe Jane Doe: ol

(Principal investigator
Research Associate

Jane Doe Jane Doe

Reports Research Associate for Stem Cell Study
inscan scan, IRT [TestingTeamDrFann

Site Administration fest Role
zshaet Jane Doe - - !
peiran sun sun, peiran ?
game i, gamc-demo -
TESTCASE testt, fest [=]
testaamin testadmin, testagmin = -
alftester tester. ail =]

Showing 9110 105 of 107 entries First Previous 1 . 4 5 & 7 8 Next Last

Save Reset | Cancel

6. Click the Save button. The new user role(s) appear in the protocol set up.

# Home Workspace GUID  DataDictionary  Data Repository Guery  Meta Study  Account Management Heed Help
Dashboard  TBISTUDY -
ProFoRMS
Assign Roles
ProFoRMS Home Assign users 1o roies
Manage Subjects Search
ColisctData s 1
Jane, Doc: Jane, Doo = =
m yang Jane, Dow 32
Ly buicrt] Jane, Dos Jane, Doe -
e —) -
- Jane. Doe Jane, Doe -
Croats Visi Type —
n -
- " yusin Jane, Doc:
o Jane, Doe Jane, Doe &
anage Prosocad etp: onyenehor Jane, Dow -
Raporis Jane, Doe Jan =
inscan Jane, Doe T
Site Administration i
shaet Jane, Do -
Jane, Doe Jane, Doe [=]
pame 1t game-dema -
TESTCASE oSt test [=]
testadmin tesstadmin, lestadmin =
antester tester, ab >
Showing 01 80 105 of 107 sntnes First Provious 1 4 5 & © & Next Last
# Reset || Cancel
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3.8.1 Manage Visit Types

To manage visit types: Perform the following actions:
1. Navigate to the ProFoRMS module

Data Dicti Data Repository Guery Mata Study

Account Management Heed Help

v
ProFoRMS Dashboard Mo Protocol Selected (All Protocols)
Welcome To ProFoRMS
ProFoRMS is a Web-based database appication designed to help manage data coliection

With ProFaRMS, you can Manage Protocots, Manage Subjects, Gollect Data, and view Report and Query,
To stan, please select from the buttons below 10 either create a new protocol or Select from existing prol

Select A Protocol
_ Batyeta Prowocel

ProFoRMS

Select a profocol 1o perform an action or create a rew protocol

View Audit | Dal

®

Search

otocol Number Study v
Type

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion

FITBIR-STUDY0000359

Targeted Alleration in omega-3 and omega-8 faity acids for post-raumatic headache (Nutrits

o PTH)
Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace

Data Dictionary ~ Data Repository  Guery Meta Study

Account Management Haed Help

ProFoRMS

Cashboard Ne Protocol Selected (All Protocols) T

Welcome To ProFoRMS
ProFoRMS = a Web-bared dastabarse applicatio

i dhesagresd to help manage data collection FITBR-STUDYDO00353
With ProFoRMS, you can’ Manage Pratncols, Manage Subjects, Caliect Data, and view Riepart and Cuery

To s1art, phease Seect from thi DURoNS below 1o eithor Create a new profocol or Select from existing protocols.

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

Search

View Audit | Dl
n [T— stosal Ham

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoled Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn

FITBIR - STUDYD0O0358

Targeted Allerabon in ormega 3 and aregs

y el for past baurnabe headache (Hulstion far PTH)
Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Manage Protocol on the left-side tool bar.

M Home F GuID Data Dicth ¥ Data Repository Query Meta Study L nt Management HNeed Help
Dashboard TBISTUDY v
ProFoRMS
Dashboard
View Messages and Subject Visis.
[l

VieW MEsSages of SEei a Message 1o perfom an action
Manage Subjects

Searcn.

Manage Protocal h No gata availabie in tabie

Showing 0 to 0 of 0 entries

Reports
[-] Subject Visits
Site Administration
Select a date 10 view scheduied appontments  Scheduled Appontments
e < August 2017 > Subject GUID Visit Type Protocol Number
Sun Mon Tue Wed Thu Fri Sat

L T - PR TR

22 -
FI ﬂ EL I

4. Click the Manage Visit Types button on the left-side tool bar. The My Visit Types page

% Home Workspace cuio Data Dictionary Data Repository Quary Meta Study Account Management Heed Help
Dashboard TBISTUDY -

ProFoRMS as

ProFoRMS Home My Visit Types

Seler! 3 Vit typs 10 view or pertorm an action

Manage Subjects

Seach

Collect Data
o
Manage Protocal Baseane Vist Scheduled Baselne visd for TE! Stem Ced study MumSehectTest 2, GCS_1, VitalSigns_6. UPDRIVI_1, and AdverseEvents 5

allow up 36 monls Sched 36 months afler basedne 36 months afler ¢ . [l ]
prm—" Foliow up 36 months Scheduled V6 manths afler basiin menths afler baseine 51

gearge de Exam_EEw Exam EE, UAT_ADHD, and dog
Assign Holes

HIT & Mod again hit HITEMad

Croals Visit Type
:r = Test Comman Test Demoge I T BRI Test
m | Showing 110 5 of S enlnes (0 Rows Sesecled)
E-Binder
Manage Protocol Help

Reports

Site Administration

5. Select the Check-box beside the Visit Type Name to perform an action: Edit, View
Audit and Delete functions.

I ]
0
O
=]

Baseline Visit Scheduled Baseline visit for TBI Stem Cell study MultiSelectTest_2, GCS_1, VitalSigns_8, UPDRSv1_1, and AdverseEvents_5
Follow up 36 months Scheduled 36 months after baseline 36 months after baseline GCS_1

george de Exam_EEw, Exam_EE, UAT_ADHD, and ddd

HIT & Mod again hit HITEMod

O

Test Common Test DemogrFITBIRJTest

Showing 1 to 5 of 5 entries (1 Row Selected)
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3.8.2 Create Visit Types
To create visit types: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace Data Dictionary Data Repository Guery Mata Study Account Management Need Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS
i ProFoRMS is 8 Web-based database ap
With ProFoF you can Manage Pre

Select A Protocol To stan, phes select from the butte

ation dessgred 1o help manage data ¢
rage Subjects, Gollect Data, ai
o either create a new

Select a Protocol

farrm an action or create & réw pratocol

Search
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment- - Test Stabdity and
ASSESSMENT ENect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-6 fatty acids for post-traumatic headache (Nutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

 Hame Workspaca Diata Dictionary Data Repository Guery Meta Study Account Management Meed Help
ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v
.
Welcome To ProFoRMS LSPORT SEON S T
\a LS ProFoRMS s a Wit . help sl collecton FITBF-STUDYI000353
‘With ProFoRMS. you can 0 Subjects, Coliect Data. and vew Report and Query.
| Select A Protocol To start, please sebect Irom the DUtons below to eiher Create a new profocol or select from existing protocols.

Select a Protocol

_ Select a protocol to perform an action or create a new protocol

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoled Respanse Potential Analysis in Sport ussion Assessment- - Test Stabdity and Effect of
ASSESIMENT Cancusson
FITBIR-STUDYDO00358 Targeded Altesabon in ormega 3 and omega acikls for post aumate headache {Nubabon for PTH)

Shawing 1 10 2 of 2 eniries (0 FRows Selected)

3. The ProFoRMS Dashboard opens. Click Manage Protocol on the left-side tool bar.

f Home W - GUID  DataDictionary  DataRepository  Query  MetaStudy  Account Management Heed Help
Dashboard TBISTUDY v
ProFoRMS
- Dashboard
ProFoRMS Home View Messages and Subject Visis
[l

View MESSages of SEeCt 3 message 1o perom an action.
Manage Subjects

Delete Search
Protocel ' Mo gata avaitabie in lable

Showing 0 to 0 of 0 entries

Cellect Data

Reports
[-] Subject Visits
Site Administration

Skt 3 date 10 view sCheduied appontments Hhedukd Appontments
< August 2017 Ct G Wisit Type

Men  Tue Wed Thu

w5
2
B
S
]

)
2
&
-
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4. Click the Create Visit Type button on the left-side tool bar. The Create Visit Type page
appears.

% Home

Quen

ProFoRMS Dashboard  TEISTUDY v
Create Visit Type

ProFoRMS Homa Creale & new visil lype. selec 2 visil type 1o view of perfarm an action

e SuBiecs [-] Create Visit Type

et

Visit Type Mame *

VISR TYP®  Please select Type j
Category
Assign Aol N
Manage Visit Types
F Rinder
Manage Protocol Help Selt Reporting sForms ¥ Avalanie| 15 = | days before the scheduled wisit until| 15 7| days after e scheduled visit
Reports Associate Published eForms: Search:
_ orm Name orm Short Name
i n—_“m e
The ASRS is a sell-repart scale Required
adul UAT_ADMDEw Tor Ul 1o help Optonal es %) Ho
N ) - Required N
Adverse Events AdverseEvents_16 apanal res %) No
Doloremque impedit, eos, el Fiequired
AL 4L facilts oificia off Opanal D
- Demographics standard form Requineg < 3
Demographics Standard FITBIR DemogrFITBIRITest created by FITAIR Ops Optional Yo 91N
i & = Eligitslity Checkiist - sub-study Required
ity Checkist - 1K1 sgiDiityCh ks 1 =
Engibiity Checikist - 1K EngibistyChe kissi W Optional Yess 2 No
Encounler Form - 1K1 Encounlert o Encounter Fom sub-study 1K1 nm‘:ﬂ":;""’ ~ Yes @1 Mo
i - Testing creating a form. Added Required & e
Exam_EE Exam_EE o Optional viss @) no
Testing creating a form Added Required &
Exam_EE33 Exam_EEX3 text Optional Yeu 2 Mo

Showing 1 to 15 of 43 entries (0 Rows Selected) 2 3 Next Last

[#] eForm Display Order

[+] eForm Field Autopopulation Capabilities

Add Visit Type | Reset  Gancel
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5. Create a new visit type by entering the Visit Type Name, Visit Type, and a Short
Description. Associate published eForms to your visit by selecting the check-box beside
the eForm Name, Select the check-boxes beside the eForm(s) to associate published
eForms. Then, use the up and down button to change the order under: “ (-) eForm
Display Order” The list only contains the eForms that are selected within the visit type.

Finally, the fields within the eForms associated with this visit type have the ability to be
autopouplated during data collection period after they are autopoulated. Select the fields to
enable autopopulation within this visit type under “(+) eForm Autopulation
capabilities”. You may have to provide additional information when scheduling a visit for
a particular subject. Click the Add Visit Type button.

¥ Home Workspace 5 GUID Data Dictionary Data Repository Query Meta Study A Management Need Help

ProFoRMS Dashboard  TEISTUDY v
Create Visit Type

ProFoRMS Homa Creale & new visil lype. selec 2 visil type 1o view of perfarm an action

] Create Visit Type
Manage Subjects o i
¥ This Symool ndheames i regquined fekd
Collect Data .
Visit Type Nama

m VRS | Ploome seect Type Tl

Category
Assign Roles .
Description
[creae it e o
Manage Visit Types
E Rindar
Manage Pretocol Help Self Reporting eForms ¥ Avalale| 15 * | days bedore the scheduled visit until[ 15 * | days after the scheduled visit
Reports Associate Published eForms: Search:
N T wForm Short Name
ien— nm—mm
The ASRS is a sell-repart scale Required
actul UAT_ADHOww Tor aduits 1o help. Opponal U2
- Required
Adverse Events AdverseEvents_16 e
dverse Events verseEvents_ Ophonal es 3 o
Doloremaque impedil, eos, veit Fiequired
ALY AL tacilts ofcia off Gptanal Lo
BRICS NINR Sed-Efficacy for SR
5 R e o This & item scale contains items Fequires @ 7
Managng Chronic Disease €-tem NINRBRICSSEMCDES i . vas @ yg
Seals taken from severa Cpponal
Demographics standard form uired (@
ﬁ ( )Dl mographics Slandard FITER DemugrFTTERTest created by FITBIR Ops omnuml ves 21N
Eligibilty Checkist - 1K1 ElgibiiyChchistict :;'EJ"’""' ek oy u,xﬁ:‘:“m ves @) g
3 5 Required
Ei der Fi K1 Es terFomiki Entounder Form sub-shudy K1
ncounter Foem neaunterFom reountes Foom subb-shudy e Yes %) Ho
Testing crisatng a form . Added Required
Exam_EE Exam_EE Pt Colrn Yes @ No
5 - Testing creating a fom . Adoed Fgquires 2
Exam_EE33 Exam_EE33 "
m xaim ot okt fes 2 No
Snewing 110 15 of 43 entries (1 Row Seiedied) 2 3 Mext Last

[+] Form Display Order

[*] &Farm Fiald Autapopulation Capabilities.

e [ e e | st oo
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6. The new visit type(s) appears in the My Visit Type page.

% Home Workspace LI 8 GuID Data nary Data Repository Meta Study Account Management Need Help
ProFeRMS Dashboard  TBISTUDY v
ProFoRMS Home l The “Test" visit type has been added successtully.
My Visit Types
Manage Subjects
Select  visit Iype 10 view of perom an achion
Collect Data
Edit | view Auan | Delote Search
e ) G e e |
Frosacal Infematioa Basaine Vist Scneduied Baseine visit for TBI Stem Cal study MultiSesectTest_2, GCS_1, VitaiSigns_6, UPDRSY1_1, and AdverseEvents_5
ANssign Rokes Folkow ug 36 months Scneduid 36 Monils aner Daseing 36 MONMS ANCT Daseine GCS_1
QEOrge de Exam_EEw. Exam_EE. UAT_ADHD, and add
T MO again nn HITEMOD
Test Comman Test DemogreITBIR Test
—— Showmg 110 5 of § enlries {0 Rows Selectea)
Reports
Site Administration
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3.8.3

Patient Self Reporting (PSR)

Patient Self-Reporting is an Admin-enabled function. You must have an administrative privilege in
order to use this feature. Ensure you have Administrative privileges enabled before attempting to
set up patient self-reporting in ProFORMS.

To view Performance Overview Report: Perform the following actions:
1. Navigate to the ProFoRMS module

# Home Workspace
ProFoRMS

ProFoRMS Home

Reports

_m_ Data Dictionary Data Repository Guery Mata Study Account Management

Dashboard
Welcome To ProFoRMS
ProFoRMS is a Web-based database appication designed to help manage data coliection
‘With ProFaRMS, you can’ Manage Proto wage Subjects, Gollect Data, and view Report and Query,
To star, please select from the buttons Below 10 either create & new prolocal or select from existing pr
Select a Protocol
Select a profocol 1o perform an action or create 8 new protocol
n tocol Number
SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment.
ASSESSMENT ENect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumaltic headache (Nubrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

Mo Protocol Selected (All Protocols)

Search

Test Siabdity and

Heed Help

2. Select a Protocol by using the drop-down menu located on the top right-hand.

% Home  Workspace

ProFoRMS

ProFoRMS Home

Reports

Site Administration

GUID  DataDictionary  DataRepository  Query  MetaStudy  Account Management
Dashboard
ProFoRMS is a Web-based database application designed to help manage data collection

With ProFaRMS, you can Manage Protocols, Manage Subjects, Callect Data, and view Report and Query.
To start, please sefect from the buttons below to either create a new protocol or select from existing protocols

Select a Protocol
Select a protocel to perform an action or create a new protocol.

View Audit | Delete | Create Protocol

n tocol Number

SPORT CONCUSSION ASSESSMENT Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test §
TBI123 Late Effects of Traumatic Brain Injury (LE-TBI)
¥y FITBIR001 FITBIR Generic PROD Study
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-6 fatty acids for post-traumatic headache (Nutrition for PTH)
TBISTUDY TBIStudy
STUDY_1 UAT_Test_1121.17
UAT112117 Omics of pain, resilience, and physical activity in older adults with osteoarthritis
Leeed TestingCalc RuleeFormVT
YOG yogi
PEDS BMMNC'S FOR TBI Peds BMMNC's for TBI
12345 How to shampoo
NTI1001 TestStudy_NTI
123456 Katie's Protocol
1234567 Katie's test protocol
TEST001 Testing Study

Showing 1 to 15 of 15 entries (0 Rows Selected)

No Protocol Selected (All Protocols)

FITBIRO01

FITBIR-STUDY0000359

TBISTUDY
STUDY_1
UAT112117
7

YOGI

12345
NTI001
@D

1234567

TESTOO01

Need Help

Natural History
Natural History
Cther
Epidemiology
Epidemiology
Epidemiology
Natural History
Natural History
Epidemiology
Natural History
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3. The ProFoRMS Dashboard opens. Click Manage Protocol on the left-side tool bar.

Heed Help
Dashboard 123456 A
ProFoRMS
View Messages and Subpect Visits
ProFoRMS Home
[-] Messages
Select A Protocol View messages or sedect a message to perform an action
Manage Subjects Debete Search

e ) ] ) N

o data avadabie i table
Manage Pr W“‘hmu:nnanms T e e TR
ports

Ry [] Subject Visits

Site Administration

Scheduled Apportrments
February 2018 > : > Visit Type Protocol Number

Tue  Wed Thu

4. Click the Manage Visit Types button on the left-side tool bar. The My Visit Types page
appeats.

ProFoRMS Dashboard 123456 v

Flease enter the

onta

[-] Data Repository Study

e profocol
ProFoRMS Home

Manage Subjects edse Sekect  dala repostony Study.
Collect Data Seach
I ) S O]
s Sy EYE MOVEUENT DYNAMICS: A RAPID OBJECTIVE INVOLUNTARY MEASURE OF CONCUSSIONMTE! FITBR.STUDYOOOO261  Micholas Pon Admin
Protocol Information Earty Reecogrition of Chion: Traumnatic Encephalapathy Thecugh FODNP PET kmagrg FITBR-STUDYDOOOZTD  Charles Be
— Effect of Aevobsc Exercise Trainng on Cardicrespiratory Funcbion in Patents with TEI (CHAM) YOOOIR05 Lesghton Chan Admn
Effect of Reward on Leaming in Motor Cortex
Create Visit Type
R Effects of Erthropoietin on Cencbral Vascular Dysfunction and Anermia in Traumatic Brain inury FITER-STUDY0000240
{ Manage visn Types |
r— Effects of Rapd-Resisted Exercise and Bright Light Therapy on Ambulatory Adults. With Traumatc Bram inury FITBR-STUDYD000204
E-Binder
Effects of Rapid.Resisted Exercise on Ambulatory Adults with Traumatc Bran Ingry (CNRM) FITBIR-STUDYDO0OO2T1
o g Effects of Traumatc Brasn injry and Post. Traumatic Stress Disorder and Alzhermer's Dessase on Bran Tau i Vietnam Veterans usng ADN FITBIR-STUDYDOOO352

Reports Enhancing the Detection and Management of mTEI in Mitary Personnel FITBIR-STUDYDOOO317

BT Fi R-STUDYDO0IZ24 Barry E Kosofsky
Site Administration Evakuation and Dagnosts of Potertal Research Subjects Wit Traumatic Brain inury FITBIR-STUDYOO00206  Lawrence Latour Adman
Evaibuaton of Mitary Sendce and Famdy Members for Post Concussive and Postiraumatic Stress Symgtoms (CHIM) FITBIR-STUDYO000303  Mchaed Foy Admn
Evakuaion of Oulcome Measures for Paterts Duagnosed with T8I FITBI-STUDYO000203  Lesghion Chan Admin
Evaikuaton of Spot Light' A concussion inury management app for youth FITBR-STUDY0O0O26  Lara McKenzie Admn
Evalustion of the DVEBIC Ciin fe of Headache Fe FITBIR-STUDYD000355 Sidney R Hinds Admn
Shewang 6110, 75 of 178 entries (1 Row Selected) Fist Previous 1 . & 2 6. 12 Next Last
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5. Click Create Visit Type button on the left-side tool bar. The Create Visit Type page
appears.

ProFoRMS Dashboard 123456 v

Creae & new Vsl ype. Sekect @ vist typse 10 view or peronm an action

FroFoRMS Home
[] Create Visit Type

Manage Subjects ® This symbal indicales a required Seid

Collect Data Visit Type Mame "

VisitType  Please select Type -
Manage Protocol -
Category

Deseription

E-Binder Self Reporting eForms *  Avafable |15 = days before the scheduled vist until 15 = drys after the scheduled wst

Associate Published eForms:

— e R

Site Administration VAAIS-I - Symbal Search oy Wachsler Adult Intelgencs Scalé Fourth Requred -
FITBR. Shudy0000358 WASIV_SymSear FITBIRSYI0000348 o0 & al ez %) No
Showing 16 10 16 of 16 entres (0 Rows Selected) First Previous 1

[-] eForm Display Order

Please select 3 eForm and use the up and down butlon 1o changs the order. The kst only contsins the eFonms that are ssleched wil

[+] eForm Field Autopopulation Capabilities

Add Visit Type Reset Cancel
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6. Create a new visit type by entering the Visit Type Name, Visit Type, and a Short
Description. Associate published eForms to your vist by selecting the check-box beside
the eForm Name, Select the Yes under Self Reporting. Select the check-boxes beside
the eForm(s) to associate published eForms. Under the “Self Reporting” column, select
the check-box beside “Yes”.

Then, use the up and down button to change the order under: “ (-) eForm Display
Order” The list only contains the eForms that are selected within the visit type.

Finally, the fields within the eForms associated with this visit type have the ability to be
autopouplated during data collection period after they are autopoulated. Select the fields to
enable autopopulation within this visit type under “(+)eForm Autopulation
capabilities”. You may have to provide additional information when scheduling a visit for
a particular subject. Click the Add Visit Type button.

1 Home Workspace GuUID Data Dictionary Data Repository Query Meta Stidy Account Management Need Help

ProFoRMS Dashboard 12348 v

Greate a new visk Type, select 8 st fype fo view or perform an acton
ProFoRMS Home
[-] Create Visit Type

Maniage Subjects * This symbol mobcates 4 required fiekd
Collect Data Visit Type Name *
visit Ty Common =
Mln‘u& Praotocol .
Category
Protocol Information

Deseription * 15 15 @ documentation demo test

Manage Visit Types
E-Binder Self Reporting eForms *  Avadable |15 = days before the scheduled wsit Lrtl | 15 = days after the scheduled visit
Manags Protec Helg Asseciate Published eForms: ;
Raports #Form Short Name | Description Required? S | sete
1 | Reporting?
Site Administration

Beck ea) AL The Beck Anmoety invertory (BAl) s o

The Beck Amsety imantory (BAT) is & Requred @
Beck Anxiety Inventory B
(L] widely used Optonad
Gisaskicadon of Fendache: iigraine Tood ol Requred @
{MAT) FITBIR_Study0000350
C of TBI Farm - Nutriton Requred &
2 c
Classdication of TBI Foem - Mulrtion for PTH PTH (P Optional
Clock Driawing Test Scored Out of 3 COT_3.1 WR xw
Clock Drawing Test Scoend Out of 3 S
Optonal
Please select 3 eform and use the up and down bution t change the ceder The st only contans the eForms that are selected within the vist type.

WAISIV_SymSear_FITBIRStydu0000359

[ eForm Field Autopopulation Capabilities

wing fbdds within th 6Forms associatid
reade more indonmation when Schedu

| Age Remandsr m Monihs

Reser | Gancal
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7. The new visit type(s) appears in the “My Visit Type” page.

Dashboard  TBISTUDY

ProFoRMS

ProFoRMS Home l The “Test" visit fype has been added successtully.
My Visit Types
Manage Subjects

Seiect 3 visit type 10 view of periom an action

Collect Data
Seanch

Vi it | Delote

Ednt
umm ki I

Baseine visit for TBI Stem Ceil study MuliSelectTest_2 GCS_1, VitaiSgns_6, UPDRSv1_1, and AdverseEvents_5

Basaine Visd Scheduled
T Laseing GCS_ 1
Exam_EEw Exam_EE. UAT_ADHD, and odd

e DasingG 36 mank

Seheduied 361

up 36 m
QEOrge de

it HITEMOS

3 again
Test Comman Test DemogreITBIR Tes

Prosseal Showng 1105 of § enlnes (0 Rows Selected)

Reports

Site Administration

8. Click on Manage Subjects button on the left-side tool bar.

1 Home Workspace oRM GUID Data Dictionary tepository Query Meta Study Account Management Need Help

Dashboard 12345

ProFoRMS

10 perform an acton

ierw sl search for a subyect, or select sub

ProFoRMS Home
[+] Advanced Search

My Subjects
m an action
o e e B
Manage Susjects Help TBILATMT 38527 21421 Actve prepey
Showang 110 1 of 1 entries {0 Rows Selected) Export options: CSV | Exced T J 1 h
Collect Data

Manage Protocol

Reports

Site Administration

9. Click on My Subjects on the left-side tool bar.

1 Home Workspace P RM GuUID Data Dictionary Data Repository Query Meta Study Account Management Need Help
ProFoRMS Dashboard 12345 v
View subject lest, search for & subyect, or select subp
ProFoRMS Home

[+] Advanced Search

Manage Subjects My Subjects
Sebect & subj ™ an action
= View | at s | A Fa 5 e Visle | Dalete PN
Add Subject
s v (NES U (SR S =
Manage Subjects Help TRILATMT 36577 21421 FR 12348
Showang 1101 of 1 entries (0 Rows Selected) Export options: G5V | Exced Pravious 1 b
Collect Data

Manage Protocol

Reports

Site Administration




BRICS

10. Click the Schedule Visit button on the left-side tool bar.

ProFoRMS Desibemd

ProFoRMS Home

ol inghcifes @ requined fiekd

m GUID or Pseudo-GUID * .. [=]

My Subjects. Date and Time" i
Add Subject Visit Type =]
| scneaue v e
= Add  Canesl
Manage Subjects Help
A Scheduled Visits

Manage Protocol
I ) ) o L
Reports TBIIATMT385.27 21421 Test Test 2018.02.28 1242 ki

TBIUATMT 365027 21421 Baseine 01712191428

Site Administration
Showing 110 2 of 2 entnes {0 Rows Selected) Export optons. CSV | Excel

11. Add new visit or select a visit from the drop-down menu. * This symbol indicates a

required field. Select the desired visit date by clicking on the calendar "“icon.

% Home Workspace uID Data Dictionary Data Repository Query Meta Study Account Management Need Help

ProFoRMS Dashboard 12345 v

View scheduled visits, add new visits or select a visit 1o perform an action
ProFoRMS Home * This symbol indicates a required field

Manage Subjects TBIUATMT365JZ7

My Subjects Cm mat YYYY-MM-DD HH MM

=]

Add Subject visitType | @  February 2018 E o =]
Manage Subjects Help o ) -y
Scheduled Visits 4 3 6 7 8 9 10
Collect Data
11 12 13 14 15 16 17
Edit | Delete Search
Manage Protocol 18 19 20 21 22 23 24 .
Reports TBIUATMT36 Time 00:00 Test Test 2018-02.28 1242 uBvknykjdjuhy3i
TBIUATMT: Hour asel 17-12-19 14,
Site Administration BIUATHT 364 Ho Baselne 2017-12-19 1428
Showing 1 10 2 of 2 entries (0] " ® First Previous 1 Ne
‘ Now Done

12. Click the Add button.

Meta Studh nt Management Need Help
ProFORMS Dashboard 12348 v
Wi scb
ProFoRMS Home * This aym fos & reguired
age Subjects GUID or Peouds-GUID *  TBILATMT 385,127 [+l
My Subjects. Date and Time" 2015.02.25 12 58
Acd Subpect rm

Visit Type | Basaling
e — o

Manage Subjects Help

Scheduled Visits

Collect Data
Edit | Deiete Seach
Manage Protocol
e ]
Papors TRIATMTIBSET 21421 Test Test 201600281242 vy i
TEMIATIT 5527 7 : 1428
Site Administration

Shewing 1 1o 2 of 2 entres (0 Rows Selected) Expont optons, C5V | Excel
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13. The scheduled visit will be updated successfully.

1
ProFoRMS Dashboard 12345 v
ProFoRMS Home |
* This aymibol nchcains & resured Bkt
My Subjects GUID or Prsuds-GUID * =]
e 88 Oate and Time® Format YYYY MM DD HH MM z
ot pe =)
Manage susiects Heip
aaa Cancel
Collect Data
Scheduled Visits
Manage Protocol
Search

Edit Dalets
= o E S = = —

Site Administration TRAMTMTIESZT 2421 Toet Toet 2018.02.28 1350
TESAATT 55077 21421 Teest Tt PVIB02.70 17 42
TEAMTMTISSET 21421 Baseline 2017-12-19 1428

Showing 1 10 3 of 3 entnes (0 Rows Selected) Export aptions: SV | Excel

14. To allow the subject to self-report, click on the Self-Reporting Token link and send it to
the subject with the GUID.

Dashboard 12345 v
ProFoRMS .
ProFoRMS Home visit has been updated successfully
add ne ploct a visil 10 perform an action
B -
My Subjects GUID or Preudo-GUID * | -
To allow the subject to self-report,
e nbmet Date and Time"
Visit Type
Manage Subjects Help fselfreporting
add || Gancel MNistPtoken=yelvbdbsskoDugn!
uciivs w
Scheduled Visits. 0K
Manage Protocel
Edit | Delete Search
B e s s 5 R e —
|
Site Administration TBILATMTI65.12T 21421 Test Test 20180228 1350 yehbabsakiugn
TBILATMT. 21421 Test Test 2018-02:28 1242 uvirmydguiny 5

asekne F017-12-19 1428

TEILATMTIBSZT 2147

Shewang 1 to 3 of 3 entries (0 Rows Selecied) Export options. G5V | Excel
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3.8.1 E-Binder
The E-Binder used to Add/Edit documents ot view existing documents.
To access this feature: Perform the following actions:
1. Navigate to the ProFoRMS module

Workspace | Frororms | Data Dictionary Data Repository

Guery Mata Study Account Management Heed Help

Dashboard No Protocol Selected (All Protocols) v
ProFoRMS { .

Welcome To ProFoRMS
ProFoRMS is a Web-based database apy
‘With ProFoRi Profoc
To star, phease select from the buttons

ProFoRMS

Select A Protocol
_ Batyeta Prowocel

ion dessgned to help manage data collection
Manage Subjects, Gollect Data, and view Repon and Query.
slow 16 either create a new protocal or select from existing p

Setect a pr

perform an action or create 8 rew protocol

Dalete

Search
HNumber

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and amega-8 fatty acids for postraumatic headache (Nutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace

Data Dictionary ~ Data Repository  Guery Meta Study

Account Management Heed Help
ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v
Welcome To ProFoRMS

ProFoRMS is a Web-based o tesagned to help manage data collection
‘With ProFoRMS. you can’ M e Subjects, Caliect Data, and view Repant and Cuery.
To start, phease sedect from the buttons below to either Create a new protocol or select from existing protocols.

T CONCUS:;

A3SI

T

FITBR-STUDYD00359

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

t Del

n | Number

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESIMENT Cancusson

FITBIR - STUDYD0O0358 Targed:

Search

ol Name

Aerabon in rmega 3 ar

ty il for past bausrate headache (Nubsion far PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Manage Protocol on the left-side tool bar.

GuID Data Dictionary Data Repository Query Meta Study A

HNeed Help
ProFoRMS Dashbeard  TEISTUDY v

- Dashboard
ProFoRMS Home View Messages and Subject Visis
[l

View MEssages of seied] a message 1o perom an adtion.

Manage Subjects

Deiete Searcn,

Manage Protocol h No gata availabie in tabie

Showing 0 to 0 of 0 entries

Reports
[-] Subject Visits
Site Administration

Skt 3 date 10 view sCheduied appontments Hhedukd Appontments

< < August 2017 > W Subject GUID Visit Type Protocol Number

Sun Men Tue Wed Thu Fri Sat

LR T - - |

a7 2% ﬂ 0 n

4. Click the E-Binder button on the left-side tool bar. The E-Binder page appears.

% Home Workspace GuID Data Dictionary Data Repository Query Meta Study Account Management Need Help
Dashboard  TBISTUDY v
ProFoRMS
ProFoRIMS H E-Binder
= e HewFile | MNewFolder  Edit  Delete  Download

Manage Subjects

Collect Data

Prococol Information
Aasign Reeias.
Croate Vish Ty

Manage Visit Types.

[[onoer | e

Manage Protocol elp
Repors

Site Administration

. Use the New File option to upload a new document
. Use the New Folder to create a new folder

Use the Edit option to edit your uploaded document

Use the Delete option to delete a document

N R B W

. Use the Download option to download documents.

E-Binder

New File New Folder Edit Delete Download
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3.9 REPORTS

The ProFoRMS reporting feature provides the following report outputs:
% Protocol Reports

% Completed Visits Report

** Performance Overview

% GUIDS Without Collections Report

Forms Requiring Lock Report

Locked Forms Report

Form Status by GUID Report

Submission Summary

Form Status by GUID

X/
*

7 X/ X/ X/ X/
BRI X IR X IR X g

3.9.1 Protocol Report

This report will show the protocol by Name, Principal Investigator, Protocol Type, Status,
Number of Subjects Enrolled, and Number of Administered Forms of each protocol.
To view Protocol Report: Perform the following actions:

1. Navigate to the ProFoRMS module

4 Home Workspace o GUID Data Dictionary Data Repository Guery Mata Study Account Management Need Help

ProFoRMS Dashboard Mo Protocol Selected (All Protocols) v
Welcome To ProFoRMS

T ProFoRMS is 8 Web-based datat
With ProFaRMS, you can Man

3
Select A Protocol To stan, please select from the bul

Reports

1 dessgned to help manage data coliection
anage Subjects, Golect Data, and view Repor and Quesy
either create & new protocal or select from existing ¢ ks

Select a Protocol

erfortm an Action or create & rew protocol

elete Search

| Humber Study v
Type

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment- - Test Stabdity and
ASSESSMENT ENect of Concussion

FITBIR-STUDYO000359 Targeted Aleration in omega-3 and omega-8 fatty acids for post-raumatic headache (Mutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

# Home  Workspace [ ™ cup Data Dictionary ~ Data Repository  Guery Meta Study  Account Management Haed Help

ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v

Welcome To ProFoRMS

ETOGORMES ERe ProFoRMS i a Web-te

tesignest 1o help manage: data coliection FITBR-5TUDYDI00350
o 5

‘With ProFoR you ca ubjeets, Coliect Dt wiew Report and Query

To s1art, phease Seect from thi DURoNS below 1o eithor Create a new profocol or Select from existing protocols.

Select a Protocol

Select A Protocol
Seiect a profocol to perform an action or create 3 new protocol
e Search
_ (A 2| o | swudy :
Type

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn
FITEIR STUDYD000358 Targeted Allerabon in ormega-3 and amega & Lalty sckds for past anabe headache (Nubshon for FTH)

Showing 110 2 of 2 enries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Reports on the left-side tool bar.

7t Home Werkspace P GUID Data Dictienary Data Repasitory Query Meta Study Account Management Need Help
Dashpeard  TBISTUDY v
ProFoRMS
Dashboard
ProFoRMS Homs Wiew Messages and Subject Visits
Sesect A Protocol [] Messages.
iew MESSages or select 3 message 10 pertorm an acton
Manage Subjects
Delete Search
Collect Data
I L ) ] S
Manage Protocal Mo data avasabie In tabic
‘Ehowing 0 10 0 of 0 entries.
(oo | e
[-] Subjest Visits
Site Administration

SEhect a Gabe 10 vitw SEheduled appoints

August 2017 R Time Subject GUID Visit Type Protocol Number

Sun Mon Tue Wed Thu Fri &

& & -l 10 1 2
LS F) ® 7 18 19

4. Click the Protocol Report on the left-side tool bar. The Protocol Report Information
page appears. The report appears showing the Protocol Name, Principal Investigator,
Protocol Type, Status, Number of Subjects Enrolled, and Number of Administered forms

of each protocol. You may use the export feature to export the report to either CSV or
Excel formats.

1% Home Workspace GuID Data Dictionary Data Repository Query Mata Seudy T ] Heed Halp
Dashboard N Proocol Selected (ANl Protocols) -
Protocol Report
This repoet wil show the protocol by Name, Principal nvestigator, protocol type, status, number of subjects enrolied, and numiber of sdministered forms of each protocol
Semch
Targeted AReration in omega.3 and ormega-6 fatty scids for post.iraumatic headache (Mutrition for PTH)  Dr. Jane Doe Epsdermialogy Pending 0 0

Showing 1 ta 1 of 1 entries Export options {CSV | Excel
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3.9.2 GUIDS Without Collections Report

This report lists the GUIDs (including Pseudo-GUIDs) without collections.
To view GUIDS Without Collections Report: Perform the following actions:

1. Navigate to the ProFoRMS module

4 Home Workspace [ prororms | Data Dictionary Data Repository Guery Mata Study Account Management

Heed Help
ProFoRMS Dashboard Mo Protocol Selected (All Protocols) v

Welcome To ProFoRMS
FroFoRMS Home ProFoRMS is a Web-based database applcation dessgred to help manage data coliection

‘With ProFoRMS, you can Manage Protoc Aanage Subjects, Collect Data, and view Repon and Query.

To start, please select from the buttons below 10 either create a new protocol ar Select from existing protocols

Select a Protocol

Select a profocol 1o perform an action or create a rew protocol

Au Dalete

Wi Search
> ol Humber Study -
Type
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Siabdity and

ASSESSMENT EMect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and amega-8 fatty acids for postraumatic headache (Nutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace ] GuID Data Dictionary ~ Data Repository  Guery Meta Study  Account Management

Heed Help
ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v
Welcome To ProFoRMS
ProFoRMS s a Web-based dastishorse desagned to help manage o collecton FITBR-STUDYDDO03S5S

With ProFnRME. you can: Manage Pratoc, e Subjects, Coliect O iew Repart and Cuery
Ta start, phease sebect rom the butons below to efther Créatt a new profocol o sehect from existing protocols.

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

Delete

v Search
Humber 2 | Pretsecl Hame 2 | ey >
Type
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of

ASSESSMENT Concusson
FITBIR - STUDYD0O0358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Reports on the left-side tool bar.

7 Home Werkspace P (=] Cata Dictienary Data Repesitery Guery

Mata Study Account Management

Heed Help
ProFoRMS

Cashooard  TBISTUDY v

Dashboard
ProFoRMS Home Wiew Messages and Subject Visits

Sesect A Protocol [] Messages.
View messages or select a message 1o perform an acton.
Manage Subjects
Delete Search
Collect Data
I L [T oomens o ]
Manage Protocol

Ho data avalabie in table
‘Ehowing 0 10 0 of 0 entries.

[Forors | e

Site Administration

[ Subjest Visits

Seheduitd Appontments

Time Subject GUID Visit Type Protocol Number

& & -l 10 1 2
LS F) ® 7 18 19

4. Click the GUIDS Without Collections on the left-side tool bar. The GUIDS Without

Collections Report Information page appears. The report appears showing the Subject
GUID. You may use the export feature to export the report to Excel format.

1 Home Workspace ProFoRMS GuID Data Dictionary DCata Repositary Query

Meta Study Account Management

Need Help
ProFoRMS

Dashboarg  TBISTUDY

GUIDs Without Collections

ProFoRMS Home This report lists the GUIDS (ncluding Pseudo-GUIDS) wihout collections

Manage Subjects

Search
Collect Data |
TROEMOPHTS1GJS
e — TROEMO_INVZEG40TZE
TEDEMO_INVIHOG1YIW
TBOEMO_INVDZ448RTP
iR SNowing 110 4 of 4 entries
xport Opbond
[sunts witnont conacaomn =

Forms Requiring Lock
Locked Forms
Submission Summary

Feren Shatus by GUID

Site Administration
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3.9.3 Forms Requiring Lock Report

This report contains the list of collections that are in progress and it has been more than 30 days
since creation.

In addition, this table also provides collections that have been completed, but not locked.

To view Forms Requiring Lock Report: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace GUID Data Dictionary Data Repository Guery Mata Study Account Management

Heed Help
ProFoRMS Dashboard Mo Protocol Selected (All Protocols) v

Welcome To ProFoRMS

i ProFoRMS is 8 Web-based databas
‘With ProFoRMS, you can’ Manage P
To star, please select from the bulto

on dessgned ta help manage data colection
Manage Subjects, Gollect Data, and view Report and Guery,
10 either create & new protocal ar select from existing profocols

Select a Protocol

Sebect & perform an action or create 8 rew protocol

o1e Search

umber Study v
Type

Reports ORT CONCUSSION Evaluating a Movel Method of EEG Evoked Response Potential Analysts in Spon Concussion Assessment- - Test Siabdity and
ASS ENT ENect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumaltic headache (Nubrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace ™ cup Data Dictionary ~ Data Repository  Guery Meta Study  Account Management

Heed Help
ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v
Welcome To ProFoRMS
ProFoRMS s a Web-base e apy h collecton FITBR-STUDYDDO03S5S

‘With ProFoRMS. you can
To start, phease Seect from the Buons below

ew Riepant and Cuery
oither Create a new profocol or Select from existing protocols.

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

dit | Delete

v Search
P ol Humber 2 | Pretsecl Hame o | Seudy -
Type
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESIMENT Cancusson
FITBIR-STUDYDO00358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Reports on the left-side tool bar.

7 Home Workspace P SUID Data Dictionary Data Repositery Guery Mata Study Account Management

Heed Help
ProFoRMS Dashbeard  TBISTUDY v
Dashboard
ProFoRMS Homs Wiew Messages and Subject Visits.
Sesect A Protocol [] Messages.
iew MESSages or select 3 message 10 pertorm an acton
Manage Subjects
Delete Search
Collect Data
NGt ot - s 1
Manage Protocal Ho data avalabss in tabie

‘Ehowing 0 10 0 of 0 entries.

[Forors | e

[-] Subjest Visits
Site Administration
Sekect 3 @ate 10 view schiduled appointments  Schedulid Appontments

August 2017 R Time Subject GUID Visit Type Protocol Number

Sun Mon Tue Wed Thu

& & -l 10 1 2
LS F) ® 7 18 19
L S F- T - L

4. Click the Forms Requiring Lock on the left-side tool bar. The Forms Requiring Lock
Report Information page appears. The report appears showing the Form Name, Visit
Type, Subject GUID ID, Date Created, Last Updated, Required?. You may use the
export feature to export the report to either CSV or Excel format.

f Home  Workspace GUID  DataDictionary  Data Repository Guery  Meta Study  Account Management Heed Help
Dashboard  TBISTUDY v
ProFoRMS
Forms Requiring Lock
ProFoRMS Home This repart contains the list of colecions that are in progress and are over 30 days since création
Manage Subjects Search
Collact Data
Busaiesn Bageline Vst TEINVPDOSGIHC 2016-06-34 1728 2016 241739 Optional
Manage Pratocol Glasgow Coma Stale Baseline Visit TEI_INVPDO362HC AE04-28 13:20 Optional
OV form Baseline Visit TBILINVPOOSSZHC 2016-10-30 10:25 Optional
m Glsgow Coma Scale Baseline Visit TEDEMODBT25NA 2016-04-20 12,59 28 1300 Optional
HITEMOY HT & Moa again TBI INVPDO3EZHC 20170405 1329 2017-04-05 1329 Optional
Protocol Hepart
Showing 1 bo 5 of § entries Export uphmm
GLANS Without Colections

Form Status by GUD

Site Administration
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3.9.4 Submission Summary Reports
This report lists the status of collections submitted to the data repository for this protocol.

To view Submission Summary Report: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace 3 Data Dictionary Data Repository Guery Mata Study Account Management Heed Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS

ProFoRMS is a Web-based database appication designed to help manage data coliection

‘With ProFoRMS, you can Manage Profoc lanage Subjects, Collect Data, and view Report and Query

To star, please select from the buttons below 1o either create & new prolocal or select from existing profocoks

ProFoRMS Home

Select A Protocol

Select a Protocol

Select a profocol 1o perform an action or create a rew protocol

WView Au Dalets Search
Humber Study v
Type
Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Potential Analysis in Sport Concussion Assessment- - Test Siabdity and
ASSESSMENT ENect of Concussion
FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumaltic headache (Nubrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

f Home  Workspaca 9 GuID Data Dictionary ~ Data Repository  Guery Meta Study  Account Management Haed Help

ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v

Welcome To ProFoRMS

ProFoRMS is 4 Web-based database apphcation designed to hep manage data collection FITBR-STUDY 000353

With ProFoRMS, you can’ Manage Pratncols, Manage Subjects, Caliect Data, and view Riepart and Cuery

To s1art, phease Seect from thi DURoNS below 1o eithor Create a new profocol or Select from existing protocols.

Select A Protocol

Sedect a protocol to perform an action or create a new protncol

Delete Search

HNumber 2 | Protocol Mame > | Study -
Type

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoled Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn

Reports

FITBIR - STUDYD0O0358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Reports on the left-side tool bar.

7 Home Werkspace

ProFoRMS

ProFoRMS Home

Sesect A Protocol

Manage Subjects

Collect Data
Manage Protocal

[Forors | e

Site Administration

SUID Data Dictionary Data Repesitery Guery Mata Study

Account Management

Heed Help
Dashpeard  TBISTUDY v
Dashboard
Wiew Messages and Subject Visits
[] Messages.
View messages or select a message 1o perform an acton.
Delete Search

I ) L ]
Ho data avalabie in table
Showing 0 10 0 of 0 entries.

[ Subjest Visits

SEhect Qb 10 vitw SEheduled appontmints Seheduitd Appontments

August 2017 Time Subject GUID Visit Type Protocol Number

Sun Mon Tue Wed Thu

& & -l 10 1 2
LS F) ® 7 18 19
L S F- T - L

4. Click the Submission Summary Report on the left-side tool bar. The Submission
Summary Report Information page appears. The report appears showing the Subject GUID
Form Name, Visit Type, Visit Date, and Submission Status. You may use the export feature
to export the report to either CSV or Excel format.

f Home  Warkspace

ProFoRMS

ProFoRMS Home
Manage Subjects
Collect Data

Manage Protacal

Protocol Keport
GUITS Wilhowt Collections.
Forms Requiring Lock

Locked Forms

Data Dictionary

Data Repository

Query Meta Study

Account Management Nead Help
Dashboard  TBISTUDY v
Submission Summary
This repoet lists the status of colechons submitted to the data repasiory for this proatacol
Search
L Y L
TEDEMODBT250VA hultt Select Test 2 Basciine Vist 2014-06-11 14.05 Penang
TEI_INVFDO3EZHC Multi Select Test 2 Baseine Visit Pendng
TBL_INVGH48ETLT Multi Select Test 2 Basedine Visi Pending
TEs_n 0T, ) Muill Select Test 2 Baseine Vst Penang
T INVPDOSEZHE W geonge Pending
TEI_INVPDOSEZHC Exam_EE george 2013-07-19 08:30 Pending
TEL_INVPDOMEZHG . george 2013.07-18 00.30 Pending

Shawing 1 1o 7 of 7 entries Export onmna

[soomon somry e

Form Status by G0

Site Administration
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3.9.5 Form Status By GUID Report

Forms Status by GUID report shows the completion status of forms by GUID for each visit type.

To use this report please select a GUID from the drop-down or start typing to auto complete
result.

To view Submission Summary Report: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace s GUID Data Dictionary Data Repository Guery Mata Study Account Management Heed Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS
ProFoRMS Home ProFaRMS i a Web-based databas on desgned to help manage data colection

With ProFoRMS, you can Manage Py Manage Subjects. Golect Data, and view Report and Query

Select & Protocol Too 141, please select from the butto 10 either create a new protocol or select from existing protocols

Reports

Select a Protocol

Sebect &

perform an action or create 8 rew protocol

| Humber Study
Type

SPOR[ i (.UbeON Evaluating a Movel Method of EEG Evoked Response Potential Analysts in Spon Concussion Assessment- - Test Siabdity and
EN EMact of Concussion

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and amega-B fatty acids for past-raurmatic headache (Nutrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

# Home  Workspace [ B GUD  DaaDictionary  DataRepository  Query  MetaStudy  Account Mamagement Heed Help
ProFoRMS Dashbeoard HNe Protocol Selected (All Frotocols) ¥
Welcome To ProFoRMS PORT CONCUSSION ASSESSMENT
FroFoRMS Home ProFoRIS is 2 Wit e application designed to help manage data collection FITBR-STUDYD000358
‘With ProFoRMS. you can ew Repant and Query.
Select A Protocol To start, phease Seiect from the Buflons betaw 1o oRtber Creatt a new Rrofocal or Sekct from existing protoccls.

Select a Protocol

Seiect a profocol to perform an action or create 3 new protocol
v it Delete Search
e

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESIMENT Cancusson
FITBIR-STUDYDO00358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)
Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Reports on the left-side tool bar.

7t Home Werkspace P GUID Data Dictienary Data Repasitory Query Meta Study Account Management Nead Help
Dashpeard  TBISTUDY v
ProFoRMS
Dashboard
ProFoRMS Homs Wiew Messages and Subject Visits
Sesect A Protocol [] Messages.
View messages or select a message 1o perform an acton.
Manage Subjects
Delete Search
Collect Data
I ] 5 Joommenis o ]
Manage Protocal Mo data avasabie In tabic

‘Ehowing 0 10 0 of 0 entries.

[Forors | e

[-] Subjest Visits
Site Administration
Sekect 3 @ate 10 view schiduled appointments  Schedulid Appontments

August 2017 R Time Subject GUID Visit Type Protocol Number

Sun Mon Tue Wed Thu

& & -l 10 1 2
LS F) ® 7 18 19
L S F- T - L

4. Click the Form Status Submission by GUID on the left-side tool bar. The report
appears listing the competition status of forms by GUID for each visit type.

To use this report, you MUST select a GUID from the drop-down menu or start typing to
autocomplete the result.

£ Home Workspace |8 15 GUID Data Dictionary Data Repository  Query Meta Study  Account Management Need Help
Dashboard  TBISTUDY v
ProFoRMS
Subject Matrix Dashboard
ProFoRMS Home ThiEs rispart shoms ihe complelion status of farms by GUID for each vist type To use is repon please ekt 3 CILID Trom drog down of St fypng 1o aulseamgiele result
GuIn (O Locked @in Progress () Compretea (") ot Started
v
g A ety L St = Not Administered| of farm nal in visi type)
* Letter A ingide cirtle means requinad fom for that vist type
Collect Data

Search

Manage Pratocal

FormName/VisitType Baseling Visit + Foliow up 36 months george HIT& Mod again

OV form
Test

Protocol Hoport
njiay

v kit e P Demographics Standard FITER

Foams Raquiring Lock Exam_gE

Locked Forms LS

Glasgow Comea Scake

HITeMod

Sbmmission Summary

Multi-Select Testing
Multl Select Test 2
LAT )

BusdB&40

Vital Signs

Site Administration

Snening 1 1o 15 of 18 enines 2 Next Last
Export Opticas Excel
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5. Select a GUID from the drop-down menu or start typing to auto-complete the result.

ProFoRMS
ProFoRMS Home
Manage Subjects
Collect Data

Manage Protocel

ount Management
Dashboard  TEISTUDY v

Subject Matrix Dashboard
Thés neport shows the completion status of forms by GUID for each vist type To use this report please
cuin

2 GLIL @ Sunmit

TBIDEMODB725IVA
TBLINVGH4BETL? | &
TBIINVKUOT4BGE
TBIDEMOPN7 5165

D) froen drop down of start typing 1o aufocomplete resut
(J) Locked (@ in Progress (T) Compileted (7 ot Staried

1 Adminitstened| or form ot in vist type)
R inside Cucle Means fequined torm Tor at visit type

Search.

up 36 montn

gearge

HIT & Mod again

Teesit

Injury

Demegraphics S1andand FITBIR
Exam_EE

W

Giaspow Coma Scalke

HITEMod

Site Administration

Heutiansutyect
Mull-Select Testing
Ml SBelect Test 2
LATH®

BuikBe40

Vital Signs

Showing 110 15 of 18 entnes 2 Next Last
Export Options Exced

6. Click the Submit button.

7 Home Workspace
ProFoRMS
ProFoRMS Home
Manage Subjects

Collact Data

Manage Protocal

[Protocol Repor
GUIDS Withost Colloctions

Foms Requiring Lock

Locked Forms

Site Administration

GUID Data Dictionary

Data Repository Query

Meta Study

Account Management Need Help

Dashboard TBISTUDY L

Subject Matrix Dashboard

This repon shows the CoOmgietion status of forms by GUID Tor &ach Visit type To use 1his répor pleass select 3 GUID from drop down o s1an typing 10 autoc ompiele result

GuID (D) Locked @in Progress (7) Completed () ot Starea

TEEEMORBIZONA { Admiristered] or fo
fter R inskie circle means

! type)
nem far that visit type

&0

Search

FormName/VisitType Baseline Visit

Follow up 36 months george

HIT & Mod again

OV form
Test

Injury
Demographics Standard FITBIR

Exam_EE

ow Coma Scale

HITEMOa

NewtonSubyect

Multi-Select Testing
Mulli Sehec] Test 2

UAT)(

Buiki&E40

ital Sigis

Shiwing 110 15 61 18 entnes

I Mext Last
Expot Oplbions. Exeel
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7. Click the Excel option to export the report.

Management
Dashboard  TEASTUDY v
ProFoRMS
Subject Matrix Dashboard
ProFoRMS Home This repart shers the comgpletion status of Tomms by GUID for each visil type T use this report please select a GUID from drop dawn or start lyping lo sulocamplele resull
GUiD () Lockad @ In Frogress () Complated (ot Started
Manage Subjects TRIDEMODRTZSMA 7| Submit - = Kot Administered T Rk In visit type)
*Letber R inskde Circke means required form 1or that visit type
Collect Data
Search
Manage Protocol & &
OV form O
ports
_ e
Protocel Ripan 1 = = O
GUADs Wathout Colliectons ) :
Demographics Standard FITBIR - - - - O
Forms Resquining Lock
Exam_EE [
ocked Forms
' W @]
Glasgow Coma Scake 9] @
HITEMOod X
NewhonSutect
Site Administration Multi-Setect Testng
Mutti Select Test 2 9] - -
UATYH" = = )
BusdBsAD Q
Vital Skins
Showing 1 10 15 of 18 entries ‘ s 12 Hext Last

Expart npn;x.%

Things to Note:
ICON KEY =

' O Locked O In Progress O Completed O Not Started

Notes
- = Not Administered( or form not in visit type)
@ Important * Letter R inside circle means required form for that visit type

Information
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3.9.6 Completed Visits Report

This report shows the total number of subjects within each protocol and the number of subjects
that have completed all required forms within each visit type.

To view Completed Visits Report: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace GUID Data Dictionary Data Repository Guery Mata Study Account Management

Heed Help
ProFoRMS Dashboard Mo Protocol Selected (All Protocols) v

Welcome To ProFoRMS
FroFoRMS Home ProFoRMS is a Web-based database applcation dessgred to help manage data coliection

‘With ProFoRMS, you can Manage P Manage Subjects, Collect Data, and view Report and Query

Select & Protocol To slart, please select from the bultons below 10 either create a new protecol or select from existing protocols

Select a Protocol

Sebect 4 profocol 1o perfarm an action or create & new pratocol

Search

Study v
Type
Reports Evaluating a Movel Method of EEG Evoked Response Potential Analysts in Spon Concussion Assessment- - Test Siabdity and

EMact of Concussion

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumaltic headache (Nubrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace ™ cup Data Dictionary ~ Data Repository  Guery Meta Study

Account Management Haed Help

ProFoRMS Dashboard Mo Protocel Selected [All Protocols) v

Welcome To ProFoRMS

ProFoRMS is 4 Web-based database apphcation designed to hep manage data collection FITBR-STUDY 000353
With ProFofMS. you can: Manage Pratncols, Manage Subjects, Callect Data, and view Repart and Query
To stat, please Select from the DUReNs below 1o oither create a new Protocol or Sekct from existing protocols

Select a Protocol
Sedect a protocol to perform an action or create a new protncol

Audit | Delete

Search

P ol Humber 2 |Pretsccl Mame = | Study D
Type

Reports SPORT CONCUSSION Evaluating a Novel Method of EEG Evoleed Respanse Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESIMENT Cancusson

FITBIR - STUDYD0O0358

Targeted Allerabion in ormega 3 and amega 8 Latty acids for past baumate headache (Nutsiion far PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Reports on the left-side tool bar.

7t Home Workspace P GUID o Data Repesitery Query Meta Study  Account Management Need Help
Cashooard  TBISTUDY v
ProFoRMS
Dashboard
ProFoRMS Home Wiew Messages and Subject Visits
Sesect A Protocol [] Messages.
iew MESSages or select 3 message 10 pertorm an acton
Manage Subjects
Delete Search
Collect Data
I L ) ] S
Manage Protocsl Mo data avakabie in tabie

‘Ehowing 0 10 0 of 0 entries.

Roporis | <ffm—

[-] Subjest Visits
Site Administration

Time Subject GUID Visit Type Protocol Number

& 7 & -l 10 1 2
LS F) ® 7 18 10
F S F- T - L

4. Click the Completed Visits on the left-side tool bar. The report appears listing the
Protocol Number, Primary Site Name, Total Number of Subjects, Total Number with
Collections, Baselines, 6 Month, 12 Months, 18 Months, 24 Months, 36 Months, 42
Months, 48 Months, 54 Months, 60 Months, 72 Months. Note: This report is only
available to the PDBP. You may use the export feature to export the report to either CSV
or Excel format. N/A signifies that no data has been collected for that visit type.

ft Home  Workspace roFoRM: GUID  DataDictionary  Data Repository  Query  MetaStudy  Account Management Heed Help

ProFoRMS Dashboard Mo Protocol Selected (All Protocols) v

Completed Visits

Thiss report Shows TP 101 NUIMEET o Subecls willin e:ch prolocol and e Numeer of Subechs That have compleed ai rquired fonms wihin each Ve lype

Search
Protocal Number Total # of Total # with
Subjects Collection(s)
6 a7 1 1 1 (] 0 0 ]

ProFoRMS Home

M

POBP GENERIC DEMO STUDY e Sie

POBP GENERIC DEMO STuDy | UIT-Southwesle Medical &8 a7 1 1 1 9 [ 0 0

Center

:?S;\?RHR EVALLIATION 2 1 hiA A (7 NiA A [ ity
: DRYEG_D0T_MO_NEP asdl [ 4 o WA o HiA a 78 Nis
Iw POBR TRAINING DEMO STUDY CIT Shudy 17 14 o o (3 o 0 o NiA

L;T“ln‘vrl LF DEMO TESTING 2 2 B A A NA WA A WA
_ TEST 3 2 A A A Nia A T Nid
_ 123 2 A A A Nia, N A Neay
fockearorms | HEW TEST DEMO STUDY § Colunita Universty 4 | 2 A 1 [ WA A ]
Submession Summary 01- MASTER STUDY 2 A A 1A nia Y A WA
o st s | RES/UD TEST STUDY 1 uotD 2 o NA HiA i A WA Hi

JENHA TEST 2 A A A NiA A A A
Sita Administration NEW PROFORMS - PDEP BWH 1 1 A A Wi, A [ it

DEMO TEST 2 0 10 0 0 T i, Ty A i

101 123 Johns Hapking Unsversty 1 1 o WA WA Wi NiA A NiA

mml!oi&dzﬂcmnﬁmm Fust ( 2 MNedt Last
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3.9.7 Performance Overview Report

This report shows the total number of In Progress and Locked forms.

To view Performance Overview Report: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace [ prororms | Data Dictionary Data Repository Guery Mata Study Account Management Heed Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS
ProFoRMS is a Web-based database apph
‘With ProFoRMS, you can Manage Profo

e
Select A Protocol To stan, please select from the button:

Select a Protocol

ProFoRMS Home

an dessgnied 1o help manage data collection
tanage Subjects. Colect Data, and view Report and Query
3 either create a new protocal or select from existing protocols

Sebect 4 profocol 1o perfarm an action or create & new pratocol

Delets Search

ol Number Study v
Type

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment- - Test Stabdity and
ASSESSMENT ENect of Concussion

Reports

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumaltic headache (Nubrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace GUID DataDictionary ~ DataRepository  Query Meta Study  Account Management Heed Help
ProFoRMS Dashboard Mo Protocel Selected [All Pretocols) v
Welcome To ProFoRMS L SPORT CONCUSSION ASSESSMENT

ProFoRMS is 2 Web-tarmed database 2 tessagreed b elp manage &
With ProFofMS. you can: Manage Pratocols, Manage Subjects, Caliect D
To stat, please Seect from the DUoNS below to oither create a new proto

oliection FITBR-STUDYDOD0359
d view Report and Query.
Select from existing protocols.

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

udit Delete Search

Humber > | Pretsesl Mame o | Seudy >
Type

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoled Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn

Reports

FITBIR - STUDYD0O0358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Reports on the left-side tool bar.

7 Home Werkspace

Data Repesitery Query Meta Study  Account Management Need Help
PrOFDR MS Cashooard  TBISTUDY v
Dashboard
ProFoRMS Home Wiew Messages and Subject Visits
Sesect A Protocol [-] Messages
iew MESSages or select 3 message 10 pertorm an acton
Manage Subjects
Delete Search
Caellect Data -
I L ) ] S
Manage Protocol

Mo data avalabse in tabie
Showing 0 10 0 of 0 entries.
(oo |

[ Subjest Visits

Site Administration
7 > 3 Time Subject GUID Visit Type Protocol Number
Thu Fri %
6 7 & -l 10 1 2
1 ® 7 18 1w

4. Click the Performance Overviews on the left-side tool bar. The report appears listing the
Primary Site Name, Protocol Number, Informed Consent and Enrollment, CSF Collectons,
Protocol Deviations, Adverse Events, Early Termination, Note: This report is only

available to the PDBP. You may use the export feature to export the report to either CSV
or Excel format.

7 Home Workspace % GUID

Data Dictionary Data Repository Query Meta Study

Account Management Newd Heip

ProFoRMS

Dashboard PDBP TRAINING DEMO STUDY v

Performance Overview

PrafoRMS Home This report shows e lobal number of In Progress and Locked farms

Manage Subjects

Searcn

Callect Da m el e G5F Collection Data Form Protocol Deviations Adverse Events m
o ta

CIT Study POBP TRAINING DEMO STUDY
Manage Frotocol Showing 119 1 of 1 enlries Expent optians SV | Excel

Profotol Report

Compieted Visits
[porimmcsorven e
GUIES Withost Collections.

Forms Requiring Lock

Lotked Forms.

Submiyscn Summary

Form Slatus by GUID

Site Administration
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3.9.8 Locked Forms Report

This report shows the forms that are completed in data collection, and it is filled out by subject.

To view Performance Overview Report: Perform the following actions:
1. Navigate to the ProFoRMS module

4 Home Workspace [ prororms | Data Dictionary Data Repository Guery Mata Study Account Management Heed Help

ProFoRMS Dashboard No Protocol Selected (All Protocols) v

Welcome To ProFoRMS
ProFoRMS is a Web-based database apph
‘With ProFoRMS, you can Manage Profo

e
Select A Protocol To stan, please select from the button:

Select a Protocol

ProFoRMS Home

an dessgnied 1o help manage data collection
tanage Subjects. Colect Data, and view Report and Query
3 either create a new protocal or select from existing protocols

Sebect 4 profocol 1o perfarm an action or create & new pratocol

Delets Search

ol Number Study v
Type

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoked Response Polential Analysis in Sport Concussion Assessment- - Test Stabdity and
ASSESSMENT ENect of Concussion

Reports

FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-8 fatty acids for post-traumaltic headache (Nubrition for PTH)

Showing 1 to 2 of 2 entries (0 Rows Selected)

2. Select a Protocol by using the drop-down menu located on the top right-hand.

4 Home  Workspace GUID DataDictionary ~ DataRepository  Query Meta Study  Account Management Heed Help
ProFoRMS Dashboard Mo Protocel Selected [All Pretocols) v
Welcome To ProFoRMS L SPORT CONCUSSION ASSESSMENT

ProFoRMS is 2 Web-tarmed database 2 tessagreed b elp manage &
With ProFofMS. you can: Manage Pratocols, Manage Subjects, Caliect D
To stat, please Seect from the DUoNS below to oither create a new proto

oliection FITBR-STUDYDOD0359
d view Report and Query.
Select from existing protocols.

Select a Protocol

Sedect a protocol to perform an action or create a new protncol

udit Delete Search

Humber > | Pretsesl Mame o | Seudy >
Type

SPORT CONCUSSION Evaluating a Novel Method of EEG Evoled Response Potential Analysis in Sport Concussion Assessment- - Test Stabdity and Effect of
ASSESSMENT Concusssn

Reports

FITBIR - STUDYD0O0358 Targeded Altevabon in ormega 3 and omega 8 Lalty ackds for post baumate headache {Nutabon for PTH)

Showing 1 10 2 of 2 eniries (0 Rows Selected)
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3. The ProFoRMS Dashboard opens. Click Reports on the left-side tool bar.

7 Home Works|

Heed Help
Dashpeard  TBISTUDY v
ProFoRMS
Dashboard
Wiew Messages and Subject Visits
[] Messages.
View messages or select a message 1o perform an acton.
Manage Subjects
Delete Search
Collect Data

I ) L -

Ho data avalabie in table

Manage Protocal

‘Ehowing 0 10 0 of 0 entries.

Af—

Site Administration

[ Subjest Visits

a date 1o view schiduled appoints Seneubia Apg

Time Subject GUID Visit Type Protocol Number

1 2 3 4 5
& 7 & -l 10 1 2
S F RN T & 17 | 1.
F S o pa W

4. Click the Locked Forms on the left-side tool bar. The report appears listing the Subject
GUID, Filled Form, Visit Date, Number of Questions Answered and Visit Type. Note:
This report is only available to the PDBP. You may use the export feature to export the
report to either CSV or Excel format.

GUID Data Di:
Dashboard PDBP TRAINING DEMO STUDY
ProFoRMS
Locked Forms
ProFoRMS Home This regort shows the Forrs thal are compleled in data colection, and if b filed out by subject
Manage Subjects Search
Collect Data
PODEMOINISERMD Montreal Cognitive Assessment (MOCA) 2014-01-15 00,00 22 e
Manage Frotocol PODEMCVPATSMER Hamifion Anoety Ratng Stk (HA % S0 monin
POOEMOECESIPPA Prior and Concomiant Medk ations 201301150814 3 Baseine
PODEMOGE00208S Demographics 2013-01-15 06:00 12 Baseine
PDDEMOLF3S6XYH Prior and Concomitant Medic ations. 2000.01-23 60:00 k1l & Monihs.
Preaneol Aapen
PDDEMOGBO02BEY Epworth Sleepiness 3cale 20140115 08,32 17 12 Months.
PDDEMOZNISERH2 Demographics 20140115 00:00 13 Baseine
Perlormance Cverdew PDDEMOZNASERH Prior and Concomitant Medications 20 1500 00 M 12 Months
GUIDS Vithou! Collections PDDEMOECESIPPA Epwort 201301150814 17 Baselne
Focas Feiubing Lok PODEMOMY 3807 ME FY 158
—a PODEMOMY 380770 Laboratory Tests and Tracking 2013-01-15 0800 13
|WIMMG
PODEMOLFISERYH Prigr and Cancomitant Meds ations 2014-01-15 00.00 31 12 Manths
Submission Summa
i PODEMOECESIPPA PDBP Inclusion and Exclusion Criteria 2013011508 14 20 Baseine
e e b PODEMOGEONZBED @ Concomitant Medcations -30 00,00 12 Months
PODEMOMY 380270 or and Concomitant Meaahons 2018-09-16 1211 17 30 months
Site Administration
saunulnolaurnzunuws&wlun 2 3 o B Next Last




	3 CHAPTER 3 - PROFORMS
	3.1 Objective
	3.2 System Functions
	3.3 ProFORMS Roles and Privileges
	3.4 Using ProFoRMS
	3.5 My Subjects
	3.5.1 Access My Subject
	3.5.2 Create a Protocol (Select a Protocol if already created)
	3.5.3 Selecting a Protocol

	3.6 Manage Subjects
	3.6.1 Add Subject
	3.6.2 Launching the GUID Tool
	3.6.3 Edit Subject Information
	3.6.4 View Subject Information
	3.6.5 Scheduling Visits
	3.6.6 Editing Scheduled Visits
	3.6.7 Deleting Scheduled Visits
	3.6.8 Viewing Scheduled Visits

	3.7 Collect Data
	3.7.1 Data Collection (by Subject)
	3.7.2 Locking the eForm
	3.7.3 Viewing Data Collection eForms
	3.7.4 Viewing My Collections
	3.7.1 Reassigning Data Collections Entry Form
	3.7.2 Viewing eForm Information
	3.7.1 Deleting My Collections
	3.7.2 Exporting Data Collections

	3.8 Manage Protocol
	3.8.1 Viewing Protocol Information
	3.8.2 Assign Roles
	3.8.1 Manage Visit Types
	3.8.2 Create Visit Types
	3.8.3 Patient Self Reporting (PSR)
	3.8.1 E-Binder

	3.9 Reports 
	3.9.1 Protocol Report
	3.9.2 GUIDS Without Collections Report
	3.9.3 Forms Requiring Lock Report
	3.9.4 Submission Summary Reports
	3.9.5 Form Status By GUID Report
	3.9.6 Completed Visits Report
	3.9.7 Performance Overview Report
	3.9.8 Locked Forms Report





